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ASSESSING THE NATIONAL PANDEMIC FLU 
PREPAREDNESS PLAN 


TUESDAY, NOVEMBER 8, 2005 

House of Representatives, 
Committee on Energy and Commerce, 

Washington, DC. 

The committee met, pursuant to notice, at 10:10 a.m., in room 
2123, Rayburn House Office Building, Hon. Joe Barton (chairman) 
presiding. 

Members present: Representatives Barton, Hall, Bilirakis, Upton, 
Stearns, Gillmore, Deal, Shimkus, Wilson, Shadegg, Pickering, 
Radanovich, Pitts, Bono, Walden, Terry, Ferguson, Otter, Myrick, 
Sullivan, Murphy, Burgess, Blackburn, Barrett, Gingrey, Dingell, 
Markey, Eshoo, Stupak, Engel, Wynn, Green, Strickland, DeGette, 
Capps, Allen, Schakowsky, Gonzalez, Inslee, and Baldwin. 

Staff present: Nandan Kenkeremath, counsel; Ryan Long, coun- 
sel; Chuck Clapton, chief health counsel; Brandon Clark, policy co- 
ordinator; Chad Grant, legislative clerk; Alan Slobodin, counsel; 
David Rosenfeld, counsel; John Ford, minority counsel; Dick 
Frandsen, senior minority counsel; Jessica McNiece, minority re- 
search assistant; Alec Gerlach, minority staff assistant; and Edith 
Holleman, minority counsel. 

Chairman Barton. The committee will come to order. 

This morning we are honored to have the Secretary of Health 
and Human Services, the Honorable Michael Leavitt, before us to 
discuss the administration’s concerns and plans to deal with pan- 
demic flu. It is called the Avian Flu. 

We are going to operate under our agreement that when we have 
Cabinet Secretaries testifying, Mr. Dingell and myself and Mr. 
Deal and Mr. Brown will get up to 5-minute opening statements, 
and all other members of the committee will get 1-minute opening 
statements so that we can get to the Secretary and hear his con- 
cerns. 

An influenza pandemic has happened before in America, though 
probably not in the living memory of anyone in this room. Still, the 
odds are that it could happen again sometime, and so the Bush ad- 
ministration is certainly correct to send a warning to begin to pre- 
pare for the worst. We know that when it occurs, this pandemic 
could lead to widespread sickness, many deaths and serious dam- 
age to the Nation’s economy. 

We have an opportunity today to learn what actions we can take 
to prepare for this threat and minimize the risks associated with 
the deadly virus. This is a serious business, even deadly business, 
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and we are having this hearing to expand our basic knowledge 
about both the disease and the potential cure. 

Authorities, including the President of the United States, are 
worried that the flu virus could spread around the globe. While the 
current strain of Avian Flu does not transmit easily from human 
to human, many scientists believe that it will mutate and be more 
contagious in lethal form. 

In response to this threat last week, the President outlined the 
national strategy. Secretary Leavitt also has released recently an 
updated and detailed Pandemic Influenza Preparedness and Re- 
sponse Plan. 

In today’s hearing. Secretary Leavitt will tell us about the Na- 
tional Strategy for Influenza Preparedness Plan and other actions 
taken by the administration. These include increasing the program 
for global surveillance, cooperation with the international commu- 
nity and developing an H5N1 vaccine. Even though this particular 
vaccine is not the final vaccine for the actual pandemic strain, this 
step is an important step for preparing for surge production of the 
later vaccine. The Department of Health and Human Services is 
also working with State public officials for pandemic planning. 

We are taking steps ourselves here in the Congress. The Public 
Health Security and Bioterrorism Preparedness and Response Act 
that passed the House last year provides improvements in pre- 
paredness. We have upgraded the National Strategic Stockpile, and 
we have provided incentives to develop countermeasures to biologi- 
cal threats under Project Bioshield. Some may argue that we failed 
to meet our responsibility by not providing unlimited money to re- 
spond to this potential crisis. Too often our response in Washington 
to anything new and challenging is to panic and just throw money 
after it. Too often our response to potential threats is to hide be- 
hind the wall of this money. The theory seems to be that every dol- 
lar will make the wall higher and thicker, and it will be that much 
safer, and when it gets high enough and thick enough, we can all 
calm down. It is the labor theory of value written into public 
health; the harder we work to spend your money, the healthier you 
will be. But I think wasting taxpayer money will not keep people 
from catching the flu. We need to sort out our real weaknesses 
from our imagined ones and determine where the application of 
money and good sense will actually improve our preparedness and 
stop the flu. 

I particularly want to know how this country can increase our 
current manufacturing capacity for vaccines by creating incentives 
to adopt new production technologies and providing liability protec- 
tions that will encourage manufacturers to enter this high-risk 
area. These steps will safe lives and money. 

The President is calling on us for legislation to respond to a glob- 
al health threat. I look forward to hearing the testimony of the Sec- 
retary about the administration’s ongoing efforts in working with 
him to develop a plan that delivers good science and good govern- 
ment. I am going to be especially vigilant in trying to come up with 
a plan to pay for whatever the costs initially are to prepare for the 
Avian Flu. 
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With that, I would like to recognize my distinguished Ranking 
Member, Mr. Dingell of Michigan, for a 5-minute opening state- 
ment. 

Mr. Dingell. Mr. Chairman, good morning, and thank you for 
scheduling this hearing. 

Secretary Leavitt, and your associates, welcome to the com- 
mittee. 

Mr. Chairman, the threat of a flu pandemic has been known for 
a number of years. I begin by pointing out that we are a bit late 
in our response to the threat. Nevertheless, it is better late than 
never, and the plan issued last week is, in many respects, a good 
start. A good start is not a good ending; nor is it a good result. 

The plan is long on directions and short on resources for non- 
Federal partners in pandemic preparedness. How are the States to 
pay for a substantial portion of the cost of purchasing enough 
antiviral medication to cover their populations? Where is the fund- 
ing needed for the States, for the localities and for the private 
health care organizations to fully prepare for a pandemic? Where 
is the money to improve the availability of diagnostics and re- 
agents? And who will develop a national effort to communicate 
with the public, with corporation America and with the health care 
community with specific messages about risks? 

Why it is a good idea to shift so much of the financial burden 
on the individual States, despite the fact that the States are, with- 
out exception, ill prepared and lack the resources to comply with 
basic emergency preparedness of planning needs? 

And where is the work that we will be doing with our neighbors 
to the north and south? The American Public Health Association, 
APHA, has said that the public health — rather the Department of 
Health and Human Services Pandemic Influenza Plan could save 
the lives of many Americans in the event of a pandemic; however, 
this plan will not be successful in saving thousands of lives without 
the necessary funding. 

According to APHA, and I continue to quote, there will continue 
to be sufficient funds for States and local governments to fulfill 
their responsibilities as defined in the HHS plan. We will see. 

Similar concerns with the administration’s plan have been ex- 
pressed by the National Association of City and County Officials. 
They commend the administration’s comprehensive approach to 
pandemic influenza preparations, but they express concerns about 
the amount of proposed Federal resources to help the communities 
to prepare and respond. The National Association of Community 
Health Centers also shares these concerns. 

Mr. Chairman, one thing is clear: When it comes to threats to 
our homeland from public health emergences, there is a very seri- 
ous preparedness gap in this country. A broadbased public health 
advocacy organization. Trust For America’s Health, has conducted 
an assessment of each of the State’s preparedness for public health 
emergencies, including pandemic flu. They tell us, no State is fully 
prepared to deal with pandemic influenza or, for that matter, a 
range of other public health emergencies. How much would it cost 
State and local governments to be fully prepared for the next pan- 
demic? 
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The administration’s pandemic plan funding request is limited to 
just $100 million for State and local public health infrastructure. 
This appears to be a small fraction of what is needed. Spending 
more for State and local public health infrastructure is about more 
than just saving lives; it is a vital aspect of minimizing the ruinous 
cost to our economy in the next pandemic. The administration’s 
plan acknowledges the crucial role of the private sector in the econ- 
omy in general and particularly in providing life’s necessities, such 
as food, shelter and transportation. How much will it cost the econ- 
omy if pandemic hits at our current levels of preparedness? 

The tax cuts that have been pushed by my Republican friends 
have put this Nation in a fiscal straitjacket, and the consequences 
of our resulting lack of preparedness could be most dire to our 
health and welfare. We need to be level with the American people 
about what needs to be done, about how much it will cost and who 
will pay for it. 

I hope that this hearing will shed light on these matters. I hope 
it will lay the basis for us to begin to worth together in a bipar- 
tisan manner to address the concerns that all of us feel. And I com- 
mend you, Mr. Chairman, for holding the hearing. 

I yield back the balance of my time. 

Chairman Barton. I thank the gentleman. 

The distinguished subcommittee chairman of the Health Sub- 
committee, Mr. Deal of Georgia. 

Mr. Deal. Thank you, Mr. Chairman. 

I want to welcome the Secretary and his very distinguished sup- 
porting cast who are with him today. We have had several hearings 
previously in our committee, and their testimony has always been 
insightful. 

We are at an important crossroads, I believe, in dealing with this 
issue, not just of Avian Flu, but of the whole issue of vaccines in 
general. Our country finds itself in a situation where, because we 
have not taken appropriate action to provide a climate and an envi- 
ronment in which vaccine producers can produce their vaccines 
profitably and thereby present themselves in our market, that our 
country is now almost devoid of any domestic vaccine producers. 
That is a situation that I believe the Secretap^ will address, it is 
one that I think is long overdue in our attention here. It probably 
is going to require some rather different approaches from the Con- 
gress with regard to the one aspect of the proposal of liability pro- 
tections in order to encourage these manufacturers to get back into 
the market and to be able to adjust and adapt to the challenges 
that are ahead of us. 

It obviously is a multifaceted issue that is going to be presented 
here today. It is one that in my particular part of the world that 
likes to call itself the poultry capital of the world, it is one that is 
of great importance to us. In fact. Dr. Gerberding, who is there 
with the Secretary, has so kindly agreed in a couple of weeks to 
be a part of a roundtable discussion with the major poultry manu- 
facturers, producers, rather, in my Congressional district to look at 
it from that aspect. And we may find, unfortunately, that the ani- 
mal — or the poultry side of the issue may be ahead of us on the 
human side of the issue in terms of their determination and their 
willingness to take the necessary steps to protect their product. 
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that is, the poultry flocks of this country. But it is a coordinated 
effort, both on the poultry side of it in terms of protecting that 
product, which is the transmission that we have seen in most other 
countries, the vehicle, but also from the standpoint of what we can 
do at a Congressional level to deal with the things that make the 
possibility of providing effective vaccines available to the American 
public. And that should be our primary concern, we should put, 
hopefully, politics aside in the light of this very serious threat that 
looms. And I appreciate the Secretary and all of those who are with 
him today being with us. 

And, Mr. Chairman, I would yield back the balance of my time. 

Chairman Barton. Mr. Deal yield backs. 

I don’t see Mr. Brown here, so we will reserve his right to give 
a 5-minute opening statement when he does arrive. 

And we go to the distinguished member from Massachusetts, Mr. 
Markey, for a 1-minute opening statement. 

Mr. Markey. Thank you, Mr. Chairman. 

Mr. Chairman, I am concerned that our country is not as pre- 
pared as we need to be in order to effectively carry out this plan. 

Over the last several years, the Bush Administration and Repub- 
licans in Congress have hallowed out the very public health infra- 
structure that we will need in the event of a flu pandemic. In fiscal 
year 2005, President Bush asked Congress to cut $113 million from 
the Centers for Disease Control and Prevention. This included $105 
million in cuts from programs to fund State and local public health 
preparedness. In his fiscal year 2006 budget. President Bush asked 
Congress to cut $531 million from the Centers for Disease Control 
and Prevention. This includes $130 million in cuts and programs to 
fund State and local public health preparedness. 

After years of slashing our State and local public health infra- 
structure, the Bush Administration is now placing enormous re- 
sponsibilities on the State and local health authorities that have 
suffered these funding cuts. Our doctors, nurses and emergency 
personnel will do their best to respond to a monumental health cri- 
sis if one does occur, but you can’t cram for a pandemic. 

Thank you, Mr. Chairman. 

Chairman Barton. I thank the gentleman from Massachusetts. 

And we recognize the distinguished subcommittee chairman of 
Energy and Air Quality, Mr. Hall, for a 1-minute opening state- 
ment. 

Mr. Hall. Mr. Chairman, we are here to pull together to fight 
a fearful threat to us. And Secretary Leavitt is here to help us, to 
work with us on a situation that we have no answer for. There is 
a lot of talk about the preparedness gap and finger pointing at 
what some people have done or haven’t done. There is a prepared- 
ness gap for the Martians attacking us. That hasn’t happened, but 
they would be complaining about it if it did, that you hadn’t done 
anything about the Martians. A renewal of the dangerous biblical 
days when leprosy stopped the world, that might come back again; 
and then there is a preparedness gap there, something politically 
to shake and point fingers at. It might be another rain for 40 days 
and nights and not enough of Noah’s Arks here in the United 
States or in our political districts to help us. 
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I think there is a lot of reasons to complain about something now 
threatening us, not heretofore in the headlines, but I don’t think 
it is a time do to that or run the President down and point fingers 
when any time we are pointing fingers — a lot of us have been up 
here for 20 or 30 years. We haven’t done anything about it, and to 
point the finger at a President that was in grade school probably 
when we got here or to our Secretary — I thank you for being here 
and plan to work with you to try to get an answer to this that 
seems to be no answer to. Thank you. I yield back. 

Chairman Barton. The gentleman yield backs. 

And we now go to the distinguished lady from Colorado, Ms. 
DeGette. 

Ms. DeGette. Mr. Chairman, some other members were here be- 
fore I was, and I would certainly yield to them in the order of ap- 
pearance — 

Chairman Barton. I am just going down 

Ms. DeGette. Mr. Green was here first, though. 

Chairman Barton. All right. 

Mr. Green. Depending on the Chairman, I will be glad to defer 
to my colleague. 

Chairman Barton. I would be happy to recognize either of the 
two distinguished members. 

Mr. Green. Why don’t we just go down the line? 

Ms. DeGette. I always try to defer to my elders, Mr. Chairman. 

Chairman Barton. It is good to defer to Texas; I will tell you 
that. 

Ms. DeGette. I never go that far. I am from Colorado. 

Mr. Chairman, I want to thank you for having this hearing. 

And I particularly want to thank the Secretary and his staff for 
coming. I know you all are very concerned about this issue. 

But I am more concerned about the fact that we have known 
about the looming Avian Flu epidemic and its potential devastating 
loss of life for years. And I am hoping we can do enough triage that 
we can put together a plan that will be meaningful. I am also hop- 
ing that we can do enough triage to develop a vaccine and to de- 
velop a plan that will work. 

I was concerned last week when the plan was finally released 
that so much of the burden is put on to the States. We have $100 
million in aid to the States, but we are taking away $130 million 
from other parts of this year’s budget. And the States are in ter- 
rible shape, too. I got our State Avian Flu Plan after the Federal 
plan came out last week, and our State plan said the Federal Gov- 
ernment was taking care of everything. But the Federal plan says 
the State governments are going to stockpile the Tamifiu and all 
of the other things we need to do. So rather than just be com- 
fortable that we have plans everywhere, we need to make sure that 
the plans are going to work to protect the American public. 

I yield back. 

Chairman Barton. The gentlelady yield backs. 

The distinguished chairman of the Subcommittee of Tele- 
communications, Mr. Upton. 

Mr. Upton. Well, thank you, Mr. Chairman. 

In preparation for this hearing, I have been consulting with a 
number of my county’s public health department medical directors 
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and administrators to gain a frontline perspective on pandemic flu 
preparedness and what they see as the most pressing need. I am 
going to explore those in my questions, but basically, I have 
learned obviously we need more boots on the ground, particularly 
public health nurses. As one of my directors put it, we may have 
biohazard suits hanging on the wall but no one to don them. We 
may have stockpiles of vaccines but no one to give the shots. 

Second, we need a rational vaccine and antiviral distribution 
process. I have been harping on this for a number of years, but we 
have still failed to put such a system in place. Today, as we sit 
here this morning, my public health departments have not received 
anywhere near the flu vaccine doses that they have ordered and 
need for priority populations, but yet the supermarkets seem to 
have more than enough to hold vaccine clinics for anyone who 
shows up for a shot. And, literally, I have got 9,000 in requests by 
my county. So we have got to figure this out. I look forward to 
working with the Secretary to make sure that we can get a place — 
a distribution system into place. 

Chairman Barton. Mr. Allen. 

Mr. Allen. Thank you, Mr. Chairman. 

And thank you, Mr. Secretary, for being here. 

Today we don’t have enough vaccines for Avian Flu because, in 
part, they simply aren’t profitable enough for drug makers. We 
don’t have enough antivirals because patents have forced us to rely 
on the limited production of a single patent holding company. 

At a Government Reform Committee hearing last week, Mr. Sec- 
retary, you rejected the possibilities of issuing a compulsory license 
for Tamifiu production if Roche fails to arrange voluntary licenses. 
You said, doing so would remove incentives for future R&D. But as 
we see with vaccines, companies won’t spend on future R&D if they 
can’t promise profits to their shareholders. 

Companies in India, Taiwan, Malaysia, South Korea and else- 
where are preparing to manufacture generic versions of Tamifiu. 
However, Americans will not have access to the antiviral drugs 
produced in those countries because, in 2003, the Bush administra- 
tion chose to make the U.S. Ineligible to import drugs produced 
under compulsory licenses per WTO rules. That is what the phar- 
maceutical industry lobbied for, but I believe it has placed our citi- 
zens at risk. I look forward to the conversation today. Thank you 
for being here. 

Chairman Barton. Mr. Stearns. 

Mr. Stearns. Thank you, Mr. Chairman. 

And let me just read from USA Today, and this is from the 
World Health Organization: It is only a matter of time before an 
Avian Flu virus, most likely H5N1, acquires the ability to be trans- 
mitted from human to human, sparking an outbreak of a human 
pandemic influenza. This is the director of the World Health Orga- 
nization. And then when you go back and realize — this is a quote 
now from the CDC, predicts that a medium-level epidemic would 
kill 207,000 Americans, hospitalize 734,000, sicken about a third of 
the U.S. Population, direct medical costs would be $166 billion, not 
including the cost of vaccination, you realize the seriousness and 
how important this hearing is. 
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I would point out that we do have a specimen the Secretary indi- 
cated that he found in Vietnam. They have a specimen from Viet- 
nam which they have matched with a specimen from the 1918 pan- 
demic and through reverse genetics were able to come up with 
some solutions. So I guess the question is, how do we get that spec- 
imen into a vaccine and produced and available for Americans? 
And that is what we are here today about. 

Thank you, Mr. Chairman. 

Chairman Barton. Thank you. 

Mr. Green. 

Mr. Green. Thank you, Mr. Chairman. 

I want to welcome the Secretary and his staff here today. 

I support the administration’s call for additional investment. In 
fact, the effort to have antivirals to cover 75 million people meets 
with the World Health’s Organizations 25 percent of our popu- 
lation. My concerns, like other members have, is that the amount 
of what you are requiring the States to produce, $510 million worth 
of antivirals, I don’t know if my own State of Texas or other States 
have the funding available to be able to do that. We are still inves- 
tigating, in Houston, Texas, some of this fake flu vaccine given to 
a bunch of our Exxon Mobil employees. So I am concerned about — 
to make sure that whatever we do with Tamiflu, that that is the 
correct vaccine. 

Mr. Secretary, I thank you for being in Houston on Labor Day 
with the national emergency, the healthcare issues that we had 
with the Katrina evacuees, and I guess that is the closest I can 
imagine having to triage thousands of people at one time and how 
we were going to do it. I don’t want to see us have to do that with 
antivirals because of the flu, but I also know that we need to be 
prepared for that. And I am glad the committee is having this 
hearing today. 

Thank you, Mr. Chairman. 

Chairman Barton. Mr. Bilirakis. 

Mr. Bilirakis. Thank you, Mr. Chairman. 

Mr. Chairman, I associate myself with many of the remarks, par- 
ticularly those involving Mars, and certainly not with some of the 
demagoguery. You would think there would be some subjects which 
would not result in some demagoguery. 

But in any case, Mr. Chairman, I guess what I would say, cer- 
tainly hearing the Secretary earlier today on this subject, my big- 
gest frustrations I think — or certainly among my biggest frustra- 
tions and disappointments in the Congress all these years has been 
the fact that we sort of concentrate on putting out fires, and we 
don’t plan on a long-term type of a basis. Something — a problem 
develops in the Middle East, and the cost of gasoline goes up, and 
we have shortages, and all of a sudden we decide to get concerned 
about that subject. Then as soon as the price of that gasoline drops 
and the shortage is no longer there, we sort of forget about that 
particular point and go on to something else. 

Now the same thing we had a couple of years ago; we had a 
shortage of the flu vaccines. And we were concerned about them, 
and we had hearings about them. And I am not really sure what 
all we have done about that to prepare in the future. We know a 
pandemic is coming, and I am just hoping whatever we come up 
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with here on a bipartisan basis will be something over the long 
hall, not just to put out this particular fire. Thank you. 

Chairman Barton. Ms. Eshoo. 

Ms. Eshoo. Thank you, Mr. Chairman, for holding this hearing. 

And welcome. Secretary Leavitt — it is good to meet you — and the 
distinguished panel that has come before us before and does mag- 
nificent work for our country. 

I think, Mr. Chairman, that the release of the national strategy 
and budget request is a clear demonstration that the administra- 
tion is taking the pandemic flu seriously, and that is a very impor- 
tant first step to acknowledge what could be on the horizon, and 
then plan for it. 

I think that there are some significant gaps, though, and I will 
raise those during my questioning. I think that there is a theme 
that has been developed so far this day — today in that we are con- 
cerned about the resources for States. $100 million any one of us 
would love to have in our checking account, but when you divide 
that by 50, $2 million per State — I am from the State of California; 
$2 million would not go very far. And there are States that are 
poor. And how are they going to be able to handle that? Is the Fed- 
eral Government going to step in? 

So I think that there are some questions that can go to some of 
the issues that have already been identified so that the administra- 
tion really will have the strongest plan possible for our country 
which this issue really demands. So I look forward to posing the 
questions and working with my colleagues on the committee, both 
sides of the aisle. We have to address this for the American people. 
I am glad that we are having the hearing, Mr. Chairman, and I am 
delighted with who is going to testify today. They are the best and 
the brightest, that is for sure. Thank you. 

Chairman Barton. Mrs. Wilson. 

Mrs. Wilson. Thank you, Mr. Chairman. 

Mr. Secretary, thank you as well for being here today. 

I wanted to give you a couple of points just briefly. Our State has 
looked at your plan and thinks that it is better than the plans have 
been in the past, and it is a real improvement from what they have 
seen before. But like most States, New Mexico has a 60-day legisla- 
tive session coming up, and what they really need — and they have 
gathered for their estate planning effort in late October — is better 
clarity on what the Federal Government expects to do and where 
the State links into that and local communities as well. So we need 
better clarity on where the gaps are and where the lines of demar- 
cation are before this next legislative session. 

The second thing I would ask you to continue to focus on is the 
broader concept of disaster preparedness and how we would re- 
spond, making sure the logistics are there. And you and I both 
know that the regional stockpile system is not going to work in a 
pandemic. We have got to figure out how to structure ourselves and 
get things set in advance so that we have the best likelihood of suc- 
cess when it really counts. And we can’t do that on the day. We 
have to do that planning and organization and training and sys- 
tems development long before the point of crisis. And I look for- 
ward to your testimony. 

Chairman Barton. Gentlelady from California, Mrs. Capps. 
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Mrs. Capps. Mr. Chairman, I wave my opening remarks, but add 
my welcome to Secretary Leavitt, Dr. Gerberding and Dr. Fauci. 

Chairman Barton. Mr. Strickland. 

Mr. Strickland. Thank you, Mr. Chairman. 

Thank you, Mr. Secretary. I appreciate the fact that you are here 
today. 

I would like to raise an issue that you only touch on very briefly 
in your testimony, and that is the distribution of vaccines. I believe 
that effective distribution is a very important link in the chain, and 
that is something that even today is somewhat problematic. I have 
heard from several doctors in my area telling me that even this 
year they are having a hard time getting their hands on the needed 
vaccine, and they also say that, in their regions, though, large dis- 
tributors like Wal-Mart and other large retailers seem to have no 
problem getting access to those vaccines in a timely manner. So I 
just call that to your attention. And I am not sure exactly what the 
proper fix would be, but it is something that I think that probably 
needs our attention. And thank you for being here sir. 

And I yield back, Mr. Chairman. 

Chairman Barton. Mr. Radanovich. 

Mr. Radanovich. Thank you, Mr. Chairman. I wave my re- 
marks, but do want to welcome Secretary Leavitt to the hearing. 
Thank you. 

Chairman Barton. Mr. Pitts. 

Mr. Pitts. Thank you, Mr. Chairman, for convening this hearing 
today on such an important issue. 

While preparing for a pandemic flu requires a wide-ranging and 
comprehensive plan, I hope our witnesses will spend some time to 
address one particular issue, and that is liability protection for vac- 
cine manufacturers. 

On March 31st of this year, HHS issued a 5-year contract to 
Sinofi pasteur to develop and clinically evaluate a new cell culture 
technology that can be used to more rapidly produce vaccines. And 
this contract also establishes plans for creating domestic facilities 
with the capacity to manufacture 300 million doses of a pandemic 
vaccine using cell culture as opposed to the currently licensed proc- 
ess using chicken eggs. And this particular company, U.S. Oper- 
ations are headquartered in my home State of Pennsylvania where 
it has made vaccines for over 100 years and influenza vaccines for 
well over 30 years. Of course, one of the particular issues facing 
manufacturers like this is the threat of litigation from potential 
outburst effects. Without proper liability protection, the manufac- 
turers cannot move forward with actual testing and development 
on a large-scale production. So I look forward to your testimony on 
this issue. 

And thank you, Mr. Speaker. 

Chairman Barton. Ms. Schakowsky. 

Ms. Schakowsky. Thank you, Mr. Chairman. 

This administration has been looking high and low for not exist- 
ent weapons of mass destruction, going to war and spending hun- 
dreds of billions of dollars because of these phantom weapons. It 
turns out there is weapon of mass destruction; it is called the 
Avian Flu. And this administration has done pathetically little to 
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protect our people from a killer that could take the lives of 500,000 
Americans. 

Why do we have only enough antivirals on hand to treat 1 per- 
cent of the population? Why does the plan spend so little on inter- 
national surveillance, the equivalent of fighting the war there so 
we don’t have to fight it here? Why does the plan rely so heavily 
and give so little to States, at the same time cutting $130 million 
from State and local health initiatives? Why is one of the first pro- 
posals from this administration one to shield drugs from liabilities 
and depriving those injured by the vaccine from fair compensation? 
Why do other countries have better, more detailed plans? And how 
do we justify to the American people these words from our plan, 
quote. It is unlikely that there will be sufficient personnel, equip- 
ment and supplies to respond adequately to multiple areas of the 
country for a sustained period of time, unquote? This is not a ter- 
rorist attack. This is not a hurricane. This is a long known and cer- 
tain danger. Can’t America, can’t this administration do better? 

Thank you, Mr. Chairman. 

Chairman Barton. I thank the gentlelady. 

Mr. Walden. 

Mr. Walden. Thank you, Mr. Chairman. 

I want to — it is hard to sit here and listen to all this, and we are 
blaming Bush before even have a flu outbreak, and it just gets a 
little old. 

I want to commend the administration for announcing the inter- 
national partnership on the avian pandemic. I have my own set of 
concerns. I think we have gotten so far to the point where, when 
a disaster breaks out, wherever it breaks out, we expect the Fed- 
eral Government to come in and solve our problems immediately. 
The old Boy Scout in me says I need to be a part of that solution; 
I want to be prepared. I don’t think we can create a distribution 
system that will function properly if a third of the population has 
a flu and an enormous number of them are dying from it. So I 
think we also need to look at individual preparedness. I want to 
know how I can get what my family is going to need and what my 
neighbors are going to need in our houses so we can take care of 
ourselves and stop thinking that some government agency is going 
to come in and rescue the day, because I don’t think it is going to 
function in the end the way we would hope it would when a pan- 
demic breaks out, if indeed it does. So I appreciate the plan of the 
administration and look forward to working with you and my col- 
leagues to come up with real solutions. 

Chairman Barton. The gentleman from Washington. 

Mr. Inslee. I would just submit that giving everyone a Swiss 
Army knife and a compass is not going to solve this problem. The 
Federal Government is necessary to address this very significant 
threat, and I would just hope that our hearing would focus on two 
issues that I hope we have a chance to ask the Secretary about. 

First, I hope that we take a more aggressive approach to Avian 
Flu in trying to prevent its transmission and the actual transmuta- 
tion of the virus itself. I think there are several things we can do 
to reduce the prospects of that occurring by attacking it at its 
source in the avian populations before that transition takes place, 
one of which is to develop a biodetection system that can be used 
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around the world, including developing nations, that can determine 
the presence of even a single virus. And there is technology that 
is on the cusp of becoming commercialized to do that. I hope that 
we can at this hearing talk about how to bring that to the frontline 
right away. 

Second, I hope that we can address the incredible decimation of 
the public health infrastructure in this country. Any of us, we can 
go to any of our districts, in this panel, to our public health offi- 
cials, and they will tell us, good luck, we don’t have any infrastruc- 
ture to do it. You go to our public health facilities; they don’t have 
a copy machine. They don’t have a cell phone. I mean, to expect 
our local public officials to deal with this without very significant 
improvements in that infrastructure is really going to be hopeless. 
And with this administration, with all due respect, cutting 

Chairman Barton. The time of the gentleman is expired. 

Mr. Inslee. Cutting, it is not the direction we need to go, thank 
you. 

Chairman Barton. Mr. Terry waives. 

Mr. Ferguson. 

Mr. Ferguson. Thank you, Mr. Chairman. 

Thank you, Mr. Secretary, for being here today and our other 
panelists. 

Over a year ago. Dr. Gerberding, who is here with us today, 
came before our committee, and we discussed many aspects of what 
would be required to prepare against a pandemic. I said then, I re- 
peated it in multiple hearings we have had, and I will say it again 
here today, we are staring down the barrel of a loaded gun; the gun 
is ready to fire. 

Expert after expert, including the many panelists we have had 
here at our hearings, have said we must not ask if but ask when. 
When will we have a strain of influenza virus that will cause a 
pandemic? And most importantly, will we be ready? 

Mr. Secretary, I thank you and the administration for presenting 
us with a final comprehensive pandemic plan to ensure that our 
country is prepared and protected against a widespread outbreak 
of influenza. 

With all of this focus in the media and the public at large, I 
think there is significant confusion on a number of key points in 
the plan. And I am looking forward to this opportunity to help our 
members learn more. In the end, my constituents and others 
around the country just want to know where they can get their vac- 
cine shot to protect them against Avian Flu when it strikes or 
where they can get other drugs that might protect them in lieu of 
a vaccine. I have told my constituents that we have a two-prong 
strategy, dramatically improve our vaccine technology and the abil- 
ity to rapidly manufacture it, as well as create a national stockpile 
of existing antiviral medicines. I look forward to hearing from you, 
Mr. Secretary, on our plans to do both of those things, how we are 
going to get the job done to ensure safe and orderly execution of 
the plan when a killer flu strikes. Thank you, I yield back. 

Chairman Barton. Ms. Baldwin. 

Ms. Baldwin. Thank you, Mr. Chairman. 

And thank you. Secretary Leavitt. I applaud the administration 
for finally releasing this pandemic flu preparedness plan, and there 
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are parts of it that I think are very promising, especially with re- 
gard to the investment in research. However, I do continue to have 
serious concerns about our state of readiness for a pandemic flu 
outbreak. Put simply, I am concerned this plan is too vague in a 
number of important issues to be reassuring right now. And I know 
this is a work in progress, so I hope we can improve on those. Let 
me just list a few of those concerns and hopefully get into others 
during the questioning. 

The U.S. Isn’t estimated to have sufficient vaccine production ca- 
pacity for many years. What will we do if the pandemic hits before 
then? The same can be said about our production capacity for 
antivirals. What is the strategy to deal with fear and panic among 
the public? How are States supposed to afford new unfunded man- 
dates that this plan assigns to them? I look forward to the hearing 
today, and hopefully, we will have the opportunity to explore this 
and other issues more fully in question and answer. 

Mr. Chairman, I yield back. 

Mr. Deal [presiding]. Mr. Shadegg, do you have an opening 
statement? 

Mr. Shadegg. Thank you, Mr. Chairman. I want to thank you 
for holding this hearing, and welcome our distinguished guests. 
Secretary Leavitt and the other panelists that have joined him. 

This is an important issue, and the President has put it at the 
forefront of our Nation, requesting some $7.1 billion to deal with 
this. I am deeply concerned that we take the appropriate steps. I 
would like to, however, direct my remarks to some of the facts that 
have been stated here and some of the concerns that have been ex- 
pressed. And one of the concerns has been that we are not spend- 
ing sufficient monies in this area and that, indeed, to quote one of 
my colleagues on the other side, he says we have been slashing 
spending in this area. For the record, let me just insert what we 
have, in fact, done for the funding of the National Institutes of 
Health over the last 12 years. In 1992/1993, we were spending $8.9 
billion. We have increased every year since then. The subsequent 
year, 1993/1994, $10.3 billion; 1994/1995, $10.5 billion; 1995/1996, 
$11.3 billion; 1997/1998, $12.7 billion; 1998/1999, $13.6 billion; 
1999 to 2000, $15.6 billion; 2001/2002, $17.8 billion; 2001/2003, 
$20.4 billion; 2002/2004, $23.3 billion; 2003/2005, $27 billion; and 
for the current fiscal year, almost $28 billion. That is a growth 
from roughly $9 billion to $27 billion in a span of 12 years. We 
have tripled the amount of money sent to the NIH. Where in that 
we can find a slashing of the spending for these purposes, I don’t 
understand; and how someone can come before this committee and 
use that kind of rhetoric concerns me. I think the facts are impor- 
tant to know. We need to look at this problem seriously and fund 
it appropriately. 

Thank you, Mr. Chairman, I yield back. 

Mr. Deal. Mr. Gonzalez, do you have an opening statement? 

Mr. Gonzalez. I waive the opening, thank you. 

Mr. Deal. He waives. 

Mr. Burgess, do you have one? 

Mr. Burgess. Thank you, Mr. Chairman, I have a statement 
that I will submit for the record. 
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But Secretary Leavitt, Dr. Fauci, Dr. Gerberding, Dr. Raub, it is 
good to see you here this morning, I am glad you are here. 

Secretary Leavitt, you will recall, in September, after Hurricane 
Katrina, you visited Dallas, the 17,000 displaced persons who 
showed up there late one evening. The blast facts went out to the 
Dallas County Medical Society, and out of 3,600 physicians reg- 
istered with the Dallas County Medical Society, 800 showed up for 
that first stay, truly a significant surge capacity that I don’t think 
any of us were aware of, that people that would just show up if 
asked. And part of my concern and one of the reasons I am so 
grateful that you are here and talking with us today is that can 
we — are we going to be able to count on that ability of first re- 
sponders to show up if we don’t have the ability to protect them, 
whether it be with antivirals, vaccines, gear and what have you? 
As hard as it is for the first responders to show up, their significant 
others may prevent them from showing up. As I know it is very 
well and good to volunteer for something, but I also remember I 
have to go home and ask permission before I actually do that. 

So I thank you for your attention to that. I think it is extremely 
important as we work through this problem and look forward to 
your testimony today. 

Mr. Deal. Mr. Stupak, do you have an opening statement? 

Mr. Stupak. Thank you, Mr. Chairman, I do. 

Mr. Chairman, thank you for holding this hearing today on the 
Avian Flu, a topic which Congressman DeGette and I have been 
urging investigation and a hearing on for almost a year now. 

Today we get our first look at the new pandemic flu plan, but 
this hearing should not be the end of our efforts. The committee 
must continue to exercise appropriate oversight of the administra- 
tion to ensure this 396-page, $7 billion pandemic flu plan ade- 
quately protects the American public and funding actually makes 
it out of Washington, DC., Unfortunately, the plan before us, pe- 
riod, is yet another example of the administration taking it, go it 
alone or going with the drug company approach instead of ade- 
quately equipping our State officials, doctors, nurses and police offi- 
cers who will be on the front lines. This plan forces States to pick 
up $500 million of the cost of drugs that may not work. 

Michigan Medicaid is already facing a $420 million cut under- 
neath the reconciliation plan that we will vote for later this week. 
How is Michigan supposed to buy drugs that may not work when 
it struggles to afford drugs for people who are sick today? We saw 
with Hurricane Katrina that plans are only as good as the re- 
sources and training to back them up. The 426-page Department 
of Homeland Security plan did little good during Hurricane 
Katrina. 

Pandemic flu could mean Katrina-like third-world health condi- 
tions in cities across the Nation for 6 months or longer. It could 
mean over 8 million dead, according to the administration’s sce- 
narios. The bottom line is that, with the pandemic flu, it is no 
longer a matter of if but when. We must make sure we have ade- 
quate surveillance and containment in those critical 6 months be- 
fore there will be a vaccine. That requires more than just plans on 
paper. It requires training, and it requires resources for our States. 
Thank you, Mr. Chairman. 
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Mr. Deal. Ms. Blackburn. 

Mrs. Blackburn. Thank you, Mr. Chairman. 

I want to welcome our guests and to let them know that, in Ten- 
nessee, from my constituents, there are a few things that I have 
heard. They are very interested in knowing what our preparation 
plan is. And they want to know what the process for vaccination 
will be. And then they want to know what the communication and 
education plan that you are setting forth is going to be for all citi- 
zens of our country. If we have a pandemic, they want to know two 
things: Do you have a containment plan? Do you think it would 
work? And how is your management plan put in place to manage 
through a pandemic? 

The other thing that they ask me as we talk about this: How do 
you plan to accomplish this, with respect to the taxpayers’ dollars, 
to their funding, not adding to the deficit? And can you, within 
your existing budget, find a way to accommodate these expenses? 

Thank you so much, and I look forward to your discussion. 

Mr. Deal. Mr. Barrett indicates he waives. 

Any other member that I have overlooked that has an opening 
statement? 

Well, if not, we are pleased to have Secretary Mike Leavitt, Sec- 
retary of Health and Human Services, with us today. 

And Mr. Secretary, with that, we will recognize you for your 
opening statement. Your prepared statement is already a part of 
the record. 

STATEMENT OF HON. MICHAEL O. LEAVITT, SECRETARY, U.S. 

DEPARTMENT OF HEALTH AND HUMAN SERVICES ACCOM- 
PANIED BY WILLIAM F. RAUB, DEPARTMENT OF HEALTH 

AND HUMAN SERVICES; ANTHONY S. FAUCI, DIRECTOR, NA- 
TIONAL INSTITUTE OF ALLERGY AND INFECTIOUS DIS- 
EASES, NATIONAL INSTITUTES OF HEALTH; AND JULIE L. 

GERBERDING, DIRECTOR, CENTERS FOR DISEASE CONTROL 

AND PREVENTION 

Mr. Leavitt. Thank you, Mr. Chairman. 

Given that it is part of the record, I will simply summarize with 
half a dozen points. 

The first one is, consistent with what all of you have suggested, 
pandemics happen. They have, over the course of centuries, hap- 
pened. In the last 300 years, we have had ten of them that have 
been recorded. In the last hundred years, we have had three of 
them, 1968, 1957 and what is now referred to as the Great Influ- 
enza in 1918, which took as many as 40 million lives across the 
planet. They are very serious, and no nation can ignore the threat. 

The dilemma that we all face is dealing with this in a way that 
informs but does not inflame; that inspires preparation and pre- 
paredness, not panic. The President has put forward the $7.1 bil- 
lion plan that we are here to talk about today. 

The H5N1 virus that we are currently dealing with is moving 
across the globe, being carried by wild birds, infecting domestic 
flocks. As we speak, the Chinese Army has been deployed to cull 
their flocks. We have had 125, roughly, cases that have been con- 
firmed, and about 64 of them have died. This is a very serious mat- 
ter. But it is still primarily an animal disease. We do not know if. 
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in fact, it will make the leap from animal disease to a person-to- 
person disease, but we do know, at some point in time, a pandemic 
will occur. And so our discussion today isn’t just about the H5N1. 
Our discussion, I hope, can be about pandemic preparedness in 
general. 

Now, second, if I could just give an overview of the President’s 
plan and the plan that we have put forward with HHS. 

The first part is international surveillance. If you could think of 
the world as a vast forest that is dry and susceptible to fire, it only 
takes a spark. If a person is there when the spark occurs, they can 
contain the damage simply by putting it out with their foot. How- 
ever, if it is allowed to smolder and burn over the course of an hour 
or more, it grows beyond containment. That is precisely the way a 
pandemic works. If we are able to be there when the spark occurs, 
when the virus makes that transition between an animal disease 
and a sustainable person-to-person disease, we are able to contain 
it. And that should be our first line of defense. What that means 

is, we need to have laboratory capacity, professionals from the 
CDC, in the countries where we are likely to see this. And we are 
now moving on that. We have a presence, but we need to expand 

it. 

The second is domestic surveillance. We need the same capacity 
within the United States. We need to know when it arrives and 
how broadly it has arrived. 

The third area deals with communications. Many of you have 
spoken about the fact that we could be dealing with a 1918 biology 
but with a 21st century new cycle, and that is a much different 
proposition than we fought before. We also have the capacity for 
people to travel around the world. So there are some differences be- 
tween now and 1918 that work against us. We also have some as- 
pects that are very positive. We have much better health care 
today than we did then. So there are offsetting levels of advantage. 

The fourth area is antivirals. The plan calls for 81 million 
courses to be in collective stockpiles. We will get a chance to talk 
about that more later. 

The fifth part is on State and local preparedness. One of the 
unique characteristics of a pandemic is the way it is managed. 
Katrina has been mentioned. We learned a great deal from 
Katrina. Katrina was over Mississippi, Louisiana. It was also part 
of Alabama, but at least it was in a contained area. As broad as 
the damage was, at least it was defined. A pandemic would not be 
a confined or defined area. It would be essentially an unlimited 
area. And it is very likely that we would be dealing with the kind 
of emergency situations we saw in the Katrina area all over the 
country and, in some respects, all over the world. So State and 
local preparedness, as many have mentioned, is of vital importance. 
And I will have a chance, I am sure, to talk more about that later. 

The last part, and what I believe to be the foundation of this 
plan, is nothing short of a complete revitalization of the vaccine 
manufacturing capacity in our country. The good news is we have 
a vaccine. Through the professionals at NIH, we have identified a 
vaccine that produces an immune response that will protect people. 
The bad news: We don’t have the ability to produce it in broad 
enough numbers in a short enough timeframe, and it is because the 
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vaccine manufacturing business has diminished to a point that that 
is the case. 

Many of you have brought up the annual flu. It is the same prob- 
lem with the annual flu. What we hold here, I believe, is not just 
an opportunity to protect ourselves from a pandemic flu but, for the 
first time, to literally take off the table the problem we have with 
the annual flu by being able to create a renewed vaccine manufac- 
turing capacity. 

Again, I want to emphasize, our discussion should not be, I hope 
as a Nation, simply about H5N1. Yes, there are very troubling 
signs that we cannot ignore. The certainty or the probability that 
it will transform into a person-to-person sustainable virus is un- 
known, but we do know pandemics happen and that we need to be 
ready. At some point, a pandemic will occur. Our current state of 
preparedness is not what it needs to be. And today our discussion 
continues. 

We did not just start this conversation a month ago. This pan- 
demic plan has been in place, we have been holding hearings and 
so forth for many, many months. We actually have a vaccine. We 
have people in place. We have the beginning of a surveillance sys- 
tem. So while we are not where we need to b^e, we are rapidly mov- 
ing. And I look forward to discussing how we can look to your help 
to continue that discussion. 

[The prepared statement of Hon. Michael O. Leavitt follows:] 

Prepared Statement of Hon. Michael O. Leavitt, Secretary, U.S. Department 
OF Health and Human Services 

Good morning, Mr. Chairman, Representative Dingell, and Members of the Com- 
mittee. I am honored to be here today to present the President’s request for funds 
for the HHS Pandemic Influenza Plan, which is an integral component of the Na- 
tional Strategy for Pandemic Influenza, which the President announced last week. 
In the event that an outbreak of pandemic flu hits our shores, it will surely have 
profound impacts on almost every sector of our society. Such an outbreak will re- 
quire a coordinated response at all levels of government — Federal, State, and local — 
and it will require the participation of the private sector and each of us as individ- 
uals. HHS has been a leader in this effort. With this budget request and the release 
of the HHS Pandemic Influenza Plan, we are taking another major step forward to 
improve our preparedness and response capabilities. 

The threat of an outbreak of pandemic influenza is real. An influenza virus strain 
with potential to cause a pandemic of human disease could emerge with little or no 
warning and in almost any part of the world, as occurred 3 times during the 20th 
century. Influenza viruses infect birds, pigs, and other animals, as well as humans. 
The ability of these viruses to cross the species barrier from time to time creates 
the possibility for the appearance of new viral strains that have the potential to be 
highly infectious, readily transmissible, and highly lethal. If a pandemic virus strain 
emerges, it is estimated that upwards of 30 percent of people exposed could become 
infected and the death rate will likely be considerably higher than that seen with 
seasonal influenza. Faced with such a threat, the United States and its inter- 
national partners will need to respond quickly and efficiently to reduce the scope 
and magnitude of this serious health threat. 

Today’s threat is the H5N1 avian influenza strain, which is spreading widely and 
rapidly in domestic and migratory fowl in Asia and now in Eastern Europe. While 
the virus has not demonstrated the ability to spread efficiently from person to per- 
son, it has infected more than one hundred people in Asia and approximately 50 
percent of these known cases have died. The virus is now endemic in many bird spe- 
cies and in several countries, so elimination is not feasible. The feared pandemic 
could become a reality if this virus mutates further, remains highly virulent, and 
acquires the capability to spread as efficiently from person to person as do the com- 
monly circulating virus strains that produce seasonal influenza epidemics. But even 
if H5N1 does not lead to a pandemic, the likelihood of an influenza pandemic at 
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some point remains high. This is why we need to prepare now in order to swiftly 
and efficiently respond to an outbreak. 

We are taking important steps forward. Last week, I released the HHS Pandemic 
Influenza Plan, which is a blueprint for pandemic influenza preparation and re- 
sponse. The HHS Plan provides guidance to national. State, and local policy makers 
and health departments. The goal is for all involved to achieve a state of readiness 
and quick response. 

The HHS Plan includes an overview of the threat of pandemic influenza, a de- 
scription of the relationship of this document to other Federal plans and an outline 
of key roles and responsibilities during a pandemic. In addition, the HHS Plan 
specifies needs and opportunities to build robust preparedness for and response to 
pandemic influenza. The preparations made for a pandemic today will have lasting 
benefits for the future. 

A pandemic outbreak will allow very little time to develop new capabilities or 
build surge capacity for response if these efforts are not already in place. Unfortu- 
nately, current capacity for domestic manufacture of influenza vaccine and antiviral 
drugs can meet only a small fraction of the need projected for a pandemic response. 
If we are to have tbe capabilities and capacities needed when a pandemic emerges, 
the investments to bring them about must be made now. That is why the President 
is requesting additional FY 2006 appropriations for HHS totaling $6.7 billion for the 
HHS Pandemic Influenza Plan. Our goals in seeking this funding are to be able to 
produce a course of pandemic influenza vaccine for every American within six 
months of an outbreak; provide enough antiviral drugs and other medical supplies 
to treat over 25 percent of the U.S. population; and ensure a domestic and inter- 
national public health capacity to respond to a pandemic influenza outbreak. 

First, we must establish the domestic vaccine production capacity our Nation will 
need to protect all Americans within six months of detection of a virus that begins 
to spread efficiently from human to human. In anticipation of an influenza pan- 
demic, we must stockpile in advance sufficient quantities of pre-pandemic vaccine 
that is protective against circulating influenza virus strains with pandemic potential 
in order to be in a position to initiate vaccination of health care workers and front- 
line workers critical to the pandemic response. These pre-pandemic vaccine stock- 
piles must be regularly reevaluated and potentially replenished as the pandemic 
virus threat mutates and changes, and as vaccine potency degrades over time. In 
addition, as the virus strains evolve and potentially escape protection by the exist- 
ing vaccines, newer vaccines that better match the current pandemic strain will 
need to be produced and stockpiled. The Nation must also expand its stocks of 
antivirals, personal protective equipment (masks, gloves, etc.) and other supplies to 
help provide a potentially over-burdened healthcare system with the means to treat 
and care for those who become seriously ill in an influenza pandemic. 

Second, we must enhance the disease surveillance systems both internationally 
and domestically and train the personnel needed to reliably detect an outbreak 
quickly and to accurately determine its lethality and transmissibility. This includes 
obtaining samples of the virus from infected humans and animals and having lab- 
oratory capacity, personnel, and supplies necessary to conduct rapid analysis. Sur- 
veillance is our early warning system, and faster detection will enable public health 
officials to make recommendations about containment protocols, such as limits on 
travel and the assembly of large groups of people. Faster detection and identification 
of emerging influenza virus strains facilitate tbe conversion by industry to mass pro- 
duction of pandemic influenza vaccines. Better State, Federal, and international di- 
agnostic laboratory systems will also allow for increased surge capacity needed to 
support front-line medical personnel, and effectively guide the use of scarce drugs, 
vaccines, and other resources. 

Improved surveillance systems, including near real-time collection of data from 
hospital emergency departments in major metropolitan areas through BioSense, will 
allow us to continuously track the spread of the virus and the morbidity/mortality 
it produces and to evaluate the effectiveness or our intervention strategies. This in- 
formation will be critical to determining the best uses of limited supplies of pan- 
demic influenza countermeasures. We will also track vaccines and immunizations to 
ensure that we meiximize its equitable use as well as its effectiveness and safety. 

Third, we must develop in advance domestic and international plans for broad 
public education efforts that are culturally appropriate and provide critical informa- 
tion in ways that acknowledge different levels of health literacy. These efforts before 
and during a pandemic will help guide individual actions to prevent and reduce in- 
fection and clarify the need for prioritization of scarce vaccines and antivirals and 
other materials. Our request also includes funding for States and local municipali- 
ties to develop and/or update their pandemic influenza response plans and to inte- 
grate them with Federal plans. 
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INFLUENZA VACCINE 

The Administration has been aggressively working to be able to acquire, over a 
two-year period, enough H5N1 vaccine and antivirals to protect 20 million people 
should they become infected with the pandemic virus. On July 15, 2005, the Admin- 
istration submitted an FY 2006 Budget Amendment totaling $150 million to imple- 
ment our “20/20” plan. This strategy was designed to give us considerable experi- 
ence with commercial-scale manufacturing of this new vaccine, and provide some 
pre-pandemic vaccine to our stockpile. However, as we are only able to obtain pre- 
pandemic vaccine during the few months of the year when influenza vaccine manu- 
facturers are not running at full capacity making the seasonal trivalent vaccine, we 
are severely limited in the quantity of vaccine that we can stockpile. In addition to 
this limitation, since the submission of this Budget Amendment, we received results 
of H5Nlvaccine clinical trials funded by NIH. As part of this strategy, the NIH has 
funded clinical trials of H5N 1 influenza vaccine — which provided good news and, at 
the same time, sobering news. The good news was that the vaccine we developed 
works — it provides a good immune response that augurs well for protecting people 
against the H5N1 virus. The sobering news was that to achieve the desired immune 
response, the vaccine needed to be six times as potent as the seasonal vaccine — 90 
micrograms of the hemagluttinin component instead of 15 micrograms — and that 
two doses are needed for the protective immune response. This has further driven 
home a point of which we were all aware — that the nation’s capacity to produce 
enough 90-microgram doses of pandemic vaccine was woefully inadequate. We need 
an aggressive strategy to achieve the needed domestic vaccine manufacturing capac- 
ity as quickly as possible, and to initiate similarly aggressive action to implement 
other immediate preparedness strategies beyond these critical vaccine needs. This 
budget request is just such a strategy, building on the July Budget Amendment and 
responding aggressively to the results of the NIH clinical trials and our growing 
concern that a pandemic could involve hundreds of communities across the United 
States and around the world. 

Of this week’s $6.7 billion funding request, approximately $4.7 billion would go 
toward investments in creating pandemic influenza vaccine production capacity and 
stockpiles that will ensure that enough vaccine will be available to every American 
in the event of a flu pandemic. To accomplish this, HHS will pursue a multi-faceted 
strategy to create, as soon as possible, domestic influenza vaccine manufacturing ca- 
pacity aimed at producing 300 million courses (two doses of vaccine per person) 
within six months of the onset of an influenza pandemic. With this immediate in- 
vestment, the increased production capacity and related stockpile expansion will be 
achieved in phases between 2008 and 2013. 

The initial component of this strategy is to expand the number of licensed domes- 
tic egg-based influenza vaccine manufacturers from the single one that currently ex- 
ists. This would give the U.S. the ability to develop a 20 million course (40 million 
doses) pre-pandemic vaccine stockpile by 2009 without disrupting the production of 
annual seasonal influenza vaccine. In the event of a pandemic outbreak, or perhaps 
before, the vaccine stockpile would be used to immunize healthcare workers, front- 
line responders, vaccine manufacturing personnel, and others critical to the pan- 
demic response. Once this capacity is developed, current egg-based production tech- 
niques could then provide about 60 million courses of vaccine within six months of 
an outbreak, or about 20 percent of our goal of 300 million courses within six 
months. 

The ultimate surge capacity goal of 300 million courses of vaccine cannot be 
achieved from egg-based production alone. Our best hope for creating capacity in the 
U.S. for rapidly ramping up vaccine production at any point in time is expansion 
and acceleration of our investment in cell-based influenza vaccines — and much of 
our planned investment goes toward this initiative. While promising, success of cell- 
based influenza vaccine production and licensure is still years off, and not a guar- 
antee. Therefore, our vaccine capacity expansion strategy invests in both cell-based 
vaccines and the traditional, tried and true egg-based vaccines. Therefore, HHS, in 
collaboration with the vaccine industry and its academic partners, will invest in the 
advanced development of cell-based techniques for manufacturing pandemic influ- 
enza vaccines. By financing the establishment of new cell-based vaccine manufac- 
turing facilities that could open in 2010, our plan will develop the surge capacity 
needed to provide for the remaining 80 percent (approximately 240 million courses) 
of the population within six months of a pandemic outbreak. 

The HHS Pandemic Influenza Plan also acknowledges that existing manufac- 
turing facilities can be directed to this effort and finances the retrofitting of existing 
domestic manufacturing facilities that would enable them to convert to production 
of pandemic influenza vaccine production, in an emergency. HHS will establish con- 
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tingency arrangements with vaccine manufacturers in conjunction with the Food 
and Drug Administration so that, at the onset of an influenza pandemic, they will 
be able to readily adapt their facilities either to produce influenza vaccines or to pro- 
vide a critical function, such as fill and finish bulk vaccine produced by other manu- 
facturers. 

We will also work with industry and academia to support advanced development 
of dose-stretching technologies, such as the use of adjuvants and new vaccine deliv- 
ery systems. These investments, if successful, will extend the pandemic influenza 
vaccine supply and allow more Americans to receive pandemic vaccines sooner. We 
will also invest in research that may have potential to lead to broad-spectrum vac- 
cines to protect against multiple and emerging strains of influenza viruses. This 
would allow for stockpiling of vaccines that could be useful even as the virus strains 
evolve and change. 

However, as we seek to build domestic manufacturing capacity, we also know that 
the threat of liability exposure is too often a barrier to willingness to participate 
in the vaccine business. As we recognize the desperate need to create and expand 
vaccine manufacturing capacity, we have to remove such deterrents to participation 
by those with the knowledge and experience to accomplish this. It is crucial that 
those engaged in this work be shielded from unwarranted tort suits. Accordingly, 
the Administration is proposing limited liability protections for vaccine manufactur- 
ers and providers, with an exception to allow suits to proceed against companies 
who act with willful misconduct. We believe this proposal strikes an appropriate bal- 
ance of removing the liability risks that dissuade companies from producing pan- 
demic countermeasures, while still retaining appropriate access to court remedies. 

ANTIVIRALS 

We also recognize the importance of having available a sufficient supply of stock- 
piled antiviral drims to treat and care for infected individuals. For this, we request 
an investment of $1.4 billion. These funds would help us achieve the national goal 
of having available 81 million courses of antivirals, which would be sufficient to 
treat 25 percent of the U.S. population (75 million courses) and a reserve supply 
(6 million courses) that could be used to contain an initial U.S. outbreak. Funding 
would also be used to accelerate development of promising new antiviral drug can- 
didates in collaboration with academia and industry, since none of the antivirals 
today are likely to work perfectly against pandemic influenza. 

Of the 81 million courses, six million courses will be designated to contain the 
first isolated domestic outbreaks. Of the 75 million courses that will be used to treat 
those who are infected with the pandemic virus, HHS would fully fund the procure- 
ment of 44 million treatment courses to provide protection to the highest priority 
groups in the event of an influenza pandemic. We will also work with our State 
partners to encourage them to acquire antivirals for rapid use for their populations. 
To help support these States efforts, we would establish contractual arrangements 
with manufacturers of approved antivirals whereby States may purchase up to 31 
million treatment courses and HHS would pay for approximately 25 percent of the 
costs of these drugs. This arrangement will also ensure a more coordinated inter- 
governmental approach in the acquisition of antiviral drugs and pre-deployment 
stockpiles of antivirals around the nation. A guaranteed acquisition of up to 81 mil- 
lion courses of antiviral drugs will enable manufacturers to make significant expan- 
sion in its U.S.-based manufacturing capacity — thereby positioning itself to meet fu- 
ture demands much more readily than currently is possible. 

I have personally been meeting with leaders of relevant vaccine manufacturers to 
determine how they might participate in preparedness for and response to a pan- 
demic. To facilitate the development of new antivirals, HHS will collaborate with 
industrial organizations to develop, obtain approval, and establish commercial pro- 
duction of new antivirals that would help protect the citizens of our Nation. 

DISEASE SURVEILLANCE, PUBLIC HEALTH INFRASTRUCTURE, AND RISK COMMUNICATION 

In addition to the production and stockpiling of vaccines and antivirals, enhancing 
domestic and international resources to expand surveillance, strengthening public 
health infrastructure, and effectively communicating with the public about risks of 
an influenza pandemic are important components of the HHS Pandemic Influenza 
Plan, for which we are requesting $555 million. A critical step in enhancing public 
health infrastructure and international collaboration will be to implement and re- 
fine surveillance and epidemiological response. These investments will help us de- 
tect, investigate, and respond to the onset of a potential influenza pandemic any- 
where in the world without delay. Because influenza characteristically spreads be- 
yond country boundaries, we have included in our request funding to be used inter- 
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nationally. These funds will follow the evolution of the virus in Asia, detect human 
cases, and help contain outbreaks, where feasible. 

With an enhanced domestic and international early warning system, we will be 
better positioned to mount an immediate emergency response to characterize the 
outbreak; obtain viral samples for analysis and possible vaccine production; and we 
will have a greater chance to prevent, contain, and/or retard the spread of infection. 
The ability to continually analyze data to help predict the further course of the pan- 
demic will help guide the choice and timing of interventions (drugs, vaccine, and 
public health measures) and will help assess the efficacy of these interventions. 

Enhancing our public health infrastructure also includes expanding the science 
base at the Food and Drug Administration, thus allowing for expedited regulatory 
review of pharmaceutical industry initiatives to develop the necessary new vaccine 
technologies, as well as speeding the licensure of the facilities and vaccines produced 
within them. 

Risk communication is another integral part of an effective public health response 
plan. We must have in place the capability to employ effective risk communication 
practices that will guide us in providing the American people with the accurate, 
timely and credible information they will need to protect themselves and help others 
during an influenza pandemic. To ensure that our communications efforts resonate 
with target audiences, we will solicit the public’s active participation and involve- 
ment in our efforts to develop relevant, easy-to-understand information and mate- 
rials regarding influenza in general, and pandemic influenza in particular. To help 
in this effort, we have established a website devoted exclusively to this topic, 
pandemicflu.gov. 

Public participation and involvement may include engaging the public in discus- 
sions on State and local community preparedness; assisting communities in devel- 
oping procedures for disseminating information and guidance for all segments of our 
diverse population; and developing targeted informational tool-kits for distribution 
to particular stakeholders such as educators, physicians, and employers. 

STATE AND LOCAL PARTNERS 

Pandemic planning needs to incorporate every department of the Federal govern- 
ment but must also go deeper than that. Every State and local government must 
have a pandemic plan. Unlike most disasters, a pandemic outbreak can happen in 
hundreds or thousands of places simultaneously. The Federal government will play 
an important role, but engaged state and local partners are necessary for our suc- 
cess. Over the coming days, I will be asking the governors, mayors and State and 
local health and preparedness officials to join me in a concern we all must share — 
preparing for a pandemic should one happen. Everyone in society has a role. 

For example, the Federal government can deliver stockpiles of medication and 
supplies to a city in the U.S. in a matter of hours — but it is distribution at the State 
and local level that defines victory. In a moment of crisis, if we are not able to de- 
liver pills to people over wide areas in short time frames, lives will be lost. We need 
to create a seamless preparedness network where we are all working together for 
the benefit of the American people. Of the $555 million for surveillance and public 
health infrastructure, our Budget request includes $100 million specifically for State 
and local pandemic preparedness efforts. And, as mentioned previously, we will pro- 
vide incentives to States to purchase their own stocks of antivirals by allowing them 
to buy off of HHS-negotiated contracts and subsidizing about 25% of the cost. 

The plan and budget request outlined above will greatly improve our short and 
long term preparedness posture. We are well-positioned to implement the plan and 
invest these new resources wisely and effectively only because of the substantial 
pandemic influenza activities already underway at HHS. Scientists at the National 
Institutes of Health and the Food and Drug Administration, working with industry, 
have developed a vaccine that produces an immune response sufficient to provide 
protection from the H5N1 virus. This bodes well for our ability to develop a vaccine 
against a pandemic virus that may evolve from the current H5N1 strain. In Sep- 
tember, HHS awarded a $100 million contract to manufacture 3.3 million doses of 
H5N1 vaccine, which at two doses per person would be enough for 1.67 million peo- 
ple. In addition, just last week we announced the award of a $62.5 million contract 
to produce even more vaccine. We have also initiated contracts to secure an ade- 
quate supply of specialized eggs to initiate surge production at any time of year. 

This is not a new undertaking. We are making progress, and with your help will 
continue to do so. We realize we are asking for significant funding at a time when 
the Administration and Congress are trying to control spending and reduce the def- 
icit. We have controls in place at the Department, and within the structure of the 
funding request, to ensure that these funds are used wisely and responsibly. We ac- 
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knowledge that investing in this plan without perfect knowledge of the future is ex- 
pensive, and not without risk. However, waiting until a pandemic begins would be 
much more expensive in terms of American lives and economic impact. In our view, 
waiting is not an option. 

I look forward to answering your questions, and more importantly, to working 
closely with you as we move forward together to protect our citizens. 

Chairman Barton. Thank you, Mr. Secretary. 

We do appreciate you and your staff attending today. 

My first question is about Tamiflu. Is Tamiflu, by itself in its 
current configuration, an effective vaccination to the Avian Flu as 
we know it today? 

Mr. Leavitt. Mr. Chairman, I will respond. I am also going to 
call on my colleagues on occasion. I am able to plunk out a two- 
hand version of the melody, but you can get a full symphony from 
them. But let me respond, first of all, to Tamiflu. 

Tamiflu has become, regrettably, in the popular writings as syn- 
onymous with preparedness, and it simply is not. There is no cer- 
tainty that Tamiflu will work with the H5N1. There are indications 
that it has a very positive effect, but there is no certainty. 

Tamiflu is an antiviral that is given once a person gets sick, but 
it has to be given within 24 to 48 hours for it to have the optimal 
effect. We will, in fact, have the needed doses of Tamiflu. We have 
had direct discussions and negotiations with the developer, the 
manufacturer. But I would like to go to Dr. Fauci to give a little 
more detail on Tamiflu and where it fits in a comprehensive pan- 
demic plan. 

Mr. Fauci. Thank you, Mr. Secretary. 

Mr. Chairman, Tamiflu, as you heard, is a treatment for influ- 
enza, seasonal influenza, and hopefully would have some benefit in 
the pandemic flu. 

First of all, with regard to the broad picture, we consider this as 
one of a multi-component preparedness plan, including the public 
health measures that the Secretary mentioned. The foundation of 
our prevention and our preparedness is really vaccine, as witnessed 
by how we explain that in the plan as well as by the budget itself 
And then, finally, there are antivirals. 

The issue that we need to make sure we don’t fall into the trap 
of equating on a one-to-one basis that stockpiles of Tamiflu equal 
preparedness, because from a scientific and medical standpoint, 
that may not necessarily be the case. It certainly is the drug, since 
the virus appears to be sensitive to it. It is the only thing that we 
have when you talk about antivirals. We have a couple of classes 
of antivirals. That is the one that appears to be, together with 
Relenza, which is of the same class, the one that we are focusing 
on. But if you look at the history that we have about the use of 
Tamiflu in seasonal flu. A, it needs to be given within 24 to 48 
hours of onset of symptoms, which really is a burden when you 
have a lot of people who come into an emergency room already sick; 
second is that the data show that when you give it within that 
timeframe, it shaves off about 1.5 to, at the most, 2 days of symp- 
toms. So if you were going to have a 7-day illness, you will have 
a 5- to 5.5-day illness. There are no very hard data yet that this 
antiviral will have major impact on the morbidity and the mor- 
tality of a pandemic flu. 

Chairman Barton. So it is not really a solution. 
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Mr. Fauci. That is exactly the point we are making. It is the best 
we have, so we need to pursue getting doses and treatment courses 
in our stockpile. And we need to pursue the research endeavors 
that give us an additional number of antivirals that are what we 
call in the pipeline. But to rely on Tamiflu as the sole prevention- 
and-response mechanism, I think, is ill advised. 

Chairman Barton. Okay. 

Mr. Secretary, as you well know, this committee has got jurisdic- 
tion over, I think, almost everything within your agency’s jurisdic- 
tion. We have just gone through this in this committee, a process 
to reform Medicaid in which we have a plan that is going to pro- 
vide some savings over the next 5 years. We are having a hearing 
in the next 2 weeks on Medicare physician reimbursement. Doctors 
of this country are expected to, if we don’t change the law, to re- 
ceive a 4 percent cut in their reimbursement under Medicare. 

The proposal that you and the President put out on Avian Flu 
costs a little over $7 billion, I believe, over the next 3 years. As we 
move forward with the legislative package to try to implement or 
modify the Avian Flu proposal, are you willing to work with us to 
find ways to offset the cost of this proposal? 

Mr. Leavitt. Mr. Chairman, having served as Governor for 11 
years, I know the pressures of budget, and this committee weighs, 
in some ways, complex financial issues. We, of course, are going to 
be anxious to work with the committee in whatever work its going 
to be doing on this and other subjects. 

I would like to emphasize, however, that the President has pre- 
sented this as an emergency supplemental because he believes it 
to be an emergency. We need to be moving boldly in redeveloping 
this industry. We are not just asking this industry — we are not just 
proposing to fund the industry; we are asking them to put up sub- 
stantial capital. We are asking them to devote substantial intellec- 
tual property. We are asking them to redirect their priorities to ac- 
complish this task. And they need to know with some certainty 
that we are in the game as well, that we all have skin in this game 
and that we are going to accomplish it. 

Now I recognize they are competing priorities and we are anxious 
to be as helpful as we can in looking at the bigger picture. 

Chairman Barton. Well, I understand that, and I just want you 
to know that if that supplemental came to the floor today and all 
that was in it was this, I would vote against it and would encour- 
age others to vote against it. I don’t think it is fair to ask all the 
other groups in the health care community to work with us to find 
ways to improve efficiency and find savings, and then on this issue, 
which is not yet, it has the potential to be catastrophic, but it is 
not yet catastrophic, that we are just going to waive all of that and 
add to the deficit. With that, I want to yield to my distinguished 
ranking member, Mr. Dingell of Michigan. 

Mr. Dingell. Mr. Chairman, thank you. Mr. Secretary and your 
distinguished associates, welcome. First question, has the adminis- 
tration estimated what it will cost to State and local governments 
to do what is expected of them in the administration’s plan? 

Mr. Leavitt. Mr. Dingell, again, having just come from State 
Government, this is a subject I am quite sensitive about and know 
how my former colleague Governors are feeling and how State and 
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local health officials are feeling. I want to emphasize how impor- 
tant I think it is that we are, in fact, able to accomplish what is 
necessary because this disaster, I know 

Mr. Dingell. Mr. Secretary, with all respect, I have almost lost 
a minute of my 5 minutes. Can you just answer the question 
please? 

Mr. Leavitt. If you will notice on that board, Mr. Dingell, you 
will see on the far right, enhanced public health infrastructure and 
international collaboration, $600 million. Roughly, we know that it 
is going to require not just that but devotion of public — or rather 
local resources as well. 

Mr. Dingell. None of the States and local units of government 
have the resources to carry out these responsibilities. 

Mr. Leavitt. It is going to require effort on all of our part, and 
I believe a reprioritization on all of our parts well. 

Mr. Dingell. So the answer is, I think, then, you are telling me 
you don’t really know. 

Mr. Leavitt. I think it is clear that they don’t. 

Mr. Dingell. Now Mr. Secretary, do you believe that States — I 
am sorry. In terms of being prepared for the next pandemic, Mr. 
Secretary, do you believe that there is a gap between where the 
States are today and where they need to be in order to fully carry 
out the expectations of the plan that you have set forward? 

Mr. Leavitt. There are gaps, I believe, in our system generally 
and States and local communities would be among them. 

Mr. Dingell. Mr. Secretary, would you provide for the committee 
a State by State estimate of the cost of getting fully prepared in 
the next pandemic? Just submit that to the committee as opposed 
to doing it now. 

And Mr. Chairman, I ask you unanimous consent that I be per- 
mitted to communicate with the Secretary and that if the answer 
is not available this morning, would be inserted in the record at 
the appropriate time and fashion. 

Chairman Barton. Without objection, so ordered. 

[The information referred to follows:] 
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Department of Health and Human Services 
Questions For the Record For 
The Honorable Michael O. Leavitt, Secretary 
House Energy and Commerce Committee 
Hearing entitled; 

“Assessing the National Pandemic Flu Preparedness Plan” 
November 8, 2005 


Honorable John D. Dinqell 
Question 1 : 

In terms of being prepared for the next flu pandemic, do you believe that there is 
a gap between where States are today versus where they need to be in order to 
be fully able to do all that is expected of them under your plan? 

Answer: 

Since FY 2002, approximately $6.7 billion has been provided to States and 
localities for public health and hospital emergency preparedness activities. In FY 
2005, CDC’s Public Health Emergency Preparedness Cooperative Agreement 
required states to submit their pandemic influenza plans. These plans indicated 
that states are at varying degrees of readiness for an influenza 
pandemic. Although many states have had a pandemic influenza plan in place 
for some time, most anticipated revising their plans pending final Department of 
Health and Human Services guidance, which we released and made available in 
November 2005, along with the related State and Local Checklist for Pandemic 
Influenza Planning. This guidance is focusing states’ efforts on those key criteria 
that are critical for pandemic influenza preparedness and planning. CDC is 
providing technical assistance to the states to strengthen their overall 
preparedness capacity. 


Question 2: 

Do you believe that State and local governments have the resources that they 
will need in order to do all the things expected of them in the Department of 
Health and Human Services Pandemic Influenza Plan? Please explain your 
answer in detail. 

Answer: 

Principally through HHS’s Centers for Disease Control and Prevention (CDC) 
and Health Resources and Services Administration (HRSA), since FY 2002 
approximately $6.7 billion has been provided to States and localities to upgrade 
infectious disease surveillance and investigation, enhance the readiness of 
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hospitals and the health care system to deal with large numbers of casualties, 
expand public health laboratory and communications capacities and improve 
connectivity between hospitals, and city, local and state health departments to 
enhance disease reporting. 

In addition, for the past two years, HHS has been providing States with explicit 
guidance and funding with which to prepare plans to counter a human influenza 
pandemic. States generally have made good progress. This supplemental 
request includes an additional $100 million for States and local communities to 
update and complete their influenza preparedness plans and conduct 
preparedness exercises to evaluate their readiness. Further, with the release of 
the HHS Pandemic Preparedness Plan, States will have the benefit of 
considerably more technical assistance than was available heretofore. In 
particular, Part II of the HHS Plan, our “Public Health Guidance for State and 
Local Partners,” provides detailed tactical information relevant to virtually every 
aspect of planning for and countering a human influenza pandemic outbreak. 


Question 3: 

Has the Administration estimated what it will cost State and local governments to 
do all that is expected of them in the Administration’s plan? Please provide such 
an estimate and transmit it to me within the next 60 days. Please prepare those 
estimates on a State-by-State basis and include the facts and assumptions upon 
which the estimates are based. 

Answer: 

It is difficult to estimate with certainty how much an adequate level of 
preparedness will cost the States. From Fiscal Year 2002 through Fiscal Year 
2006, HHS provided States and other eligible entities with more than $6.7 billion 
to enhance the capabilities of State and local public departments, hospitals, and 
other healthcare organizations to prepare for and respond to terrorist events and 
other public health emergencies. Within these awards during Fiscal Years 2004 
and 2005, HHS provided the States with explicit guidance with which to prepare 
their own pandemic influenza plans. 

We believe that our national response to this threat is a shared responsibility 
between the Federal, State, and local governments. In the area of antivirals, for 
example, we propose to purchase 50 million treatment courses at the Federal 
level and to provide most of them to the States at no cost, thereby making the 
States the primary beneficiaries of this acquisition. This quantity is sufficient to 
cover critical workers such as healthcare providers and those responsible for 
maintenance and operation of other critical infrastructures. HHS proposes 
further that States wishing to have larger stocks of antiviral drugs than their share 
of the HHS distribution be able to acquire more (up to 31 million treatment 
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courses in the aggregate) by subsidizing 25 percent of their purchases and 
allowing them to purchase off the Federal contract. In consultations with several 
governors and other State and local officials, we have made it clear that States 
have discretion as to whether or not they avail themselves of this opportunity for 
subsidized acquisition of antiviral drugs and to reassure them that the HHS 
proposal is not an unfunded mandate. 


Question 4; 

The Administration is requesting $6.7 billion to implement its pandemic flu plan. 
How long will this money last? Do you anticipate making subsequent funding 
requests for pandemic flu preparation? If so, please tell us when, how much, and 
for what purpose you anticipate making such requests. Does the Administration 
plan to submit revenue or spending proposals that offset any of its pandemic flu 
funding requests? If so, please provide details. 

Answer: 

The magnitude of this budget request speaks volumes on how serious the 
President views the need to be better prepared to deal with a potential influenza 
pandemic, and the request funds the critical items in our plan that we need to 
start now. In fact, of the $6.7 billion requested for HHS, $6.5 billion is sought in 
up-front one-time expenditures to demonstrate to manufacturers that the Federal 
government is fully committed to doing its part, so that these private entities can 
plan appropriately for their own economic investments and be willing to partner 
with us. We must partner with industry to address this gaping vulnerability in our 
preparedness. This means doing business differently, by giving a clear signal 
that we intend to support this effort for as long as it takes to secure our domestic 
vaccine production base. 

The Administration will assess any additional other needs on an annual basis to 
ensure we stay prepared, but we would expect the results of these assessments 
to be handled in the context of the annual budget proposals. 


Question 5; 

Do you agree that maximizing flu pandemic preparedness will minimize the 
inevitable loss to our economy when the next flu pandemic hits? Have you 
estimated the cost to our economy of an influenza pandemic at present levels of 
preparedness versus levels of preparedness that would be achieved if all aspects 
of the Administration’s plan were fully implemented? If not, please conduct 
economic modeling studies that compare the effects on the economy of a 
pandemic under current levels of preparedness versus what those effects would 
be if the entire Nation achieved the levels of preparedness called for in the 
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Administration's pandemic flu plan. Please provide me with the results of these 
studies as soon as possible and no later than 60 days after receipt of this 
request. 

Answer: 

The consequences of an influenza pandemic are difficult to predict. Pandemics 
occurred three times in the past century. The most recent (1968) was the mildest 
and killed about 34,000 people in the United States. The most severe influenza 
pandemic in the past century occurred ini 91 8 and killed about 500,000 
Americans and up to 40 million people worldwide. 

To put the impact of a pandemic in context, the seasonal influenza that we have 
today causes an average of 36,000 deaths each year in the United States, 
mostly among the elderly, and adds more than 200,000 hospitalizations. 

Scientists cannot accurately predict the severity and impact of an influenza 
pandemic, whether from the H5N1 virus currently circulating in birds in Asia and 
Europe, or the emergence of another influenza virus of pandemic potential. 
However, it is still useful to model possible scenarios based on analysis of past 
pandemics. In a report released in December 2005, the Congressional Budget 
Office presents the results of modeling a severe pandemic scenario similar to the 
1918 Spanish flu outbreak and a more moderate outbreak resembling the flu 
pandemics of 1957 and 1968. In the severe scenario, roughly 90 million people 
become ill and 2 million die in the United States and the impact on the real Gross 
Domestic Product (GDP) is about a 5 percent reduction in the year following the 
outbreak. In the “mild” pandemic scenario, about 75 million people are infected 
in the U.S. and about 100,000 of them die. The impact on the GDP is 
approximately a 1 .5 percent decline. While there is substantial uncertainty 
associated with these estimates, they illustrate the enormous public health threat 
of an influenza pandemic and the need for effective access to vaccines, 
treatments, and a robust public health infrastructure to meet the challenge. 

There are several important points to note about an influenza pandemic: 

• A pandemic could occur anytime during the year and could last longer than 
typical seasonal influenza, with possible repeated waves of infection. 

• The capacity to prevent or control transmission of the virus once it gains 
the ability to be efficiently transmitted from person to person will be limited. 

• Right now, the H5N1 avian influenza strain that is circulating in Asia, 
Europe, and Africa among birds is considered the leading candidate to 
cause the next pandemic. However, it is possible that another influenza 
virus, which could originate anywhere in the world, could cause the next 
pandemic. This uncertainty is one of the reasons why we need to maintain 
year-round laboratory surveillance of influenza viruses. As is the case with 
the avian virus H5N1 , pandemic influenza viruses often emerge in animals. 
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As they are transmitted among animals the viruses can potentially mutate 
to a form that can be transmitted to humans. Thus, it is critical to maintain 
constant surveillance of viruses worldwide affecting animal populations and 
that can potentially be transmitted to humans. 

• We often look to history in an effort to understand the impact that a new 
pandemic might have, and how to intervene most effectively. However, 
there have been many changes since the last pandemic in 1968, including 
changes in population and social structures, medical and technological 
advances, and a significant increase in international travel. Some of these 
changes have increased our ability to plan for and respond to pandemics, 
but other changes have made us more vulnerable. 


Question 6: 

The Administration's pandemic flu plan identifies a cohort of persons who should 
be vaccinated in advance of the onset of a pandemic. These are first responders 
and others who need to be well when the flu pandemic arrives. How many 
people do you estimate are in this group? Is the amount of vaccine you plan to 
stockpile sufficient for this many people? 

Answer: 

The HHS Pandemic Influenza Plan has a goal of providing a course of pandemic 
influenza vaccine for every American within six months of detection of sustained 
human-to-human transmission of a pandemic influenza virus and ensuring 
access to enough antiviral treatment courses sufficient for 25 percent of the U.S. 
population. 

Two federal advisory committees, the Advisory Committee on Immunization 
Practices (ACIP) and the National Vaccine Advisory Committee (NVAC), 
provided recommendations to the Department of Health and Human Services on 
the use of vaccines and antiviral drugs in an influenza pandemic. Although the 
advisory committees considered potential priority groups broadly, the main 
expertise of the members was in health and public health. The advisory 
committees’ estimates of the numbers of individuals in these groups are as 
follows 

• Vaccine and antiviral manufacturers and others essential to manufacturing 
and critical support (-40,000). 

• Medical workers and public health workers who are involved in direct 
patient contact, other support services essential for direct patient care, 
and vaccinators (8-9 million). 

• Public health emergency response workers critical to pandemic response 
(assumed one-third of estimated public health workforce=1 50,000) 
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• Other public health emergency responders (300,000 = remaining two- 
thirds of public health work force) 

• Public safety workers including police, fire, 91 1 dispatchers, and 
correctional facility staff (2.99 million) 


Question 7: 

Do you believe the needed number of first responders and persons who should 
be vaccinated in advance will agree to be vaccinated with an experimental 
vaccine in advance of a pandemic “triggering event” if they or their survivors will 
not be compensated for serious injury or death caused by the vaccine? Please 
explain your answer in detail. 

Answer: 

The HHS plan does not assume advance immunizations. Policy decisions will be 
made based upon evolution of the changing disease and public health needs. 


Honorable Vito Fossella 


Much of the burden falls upon the hospitals in regards to planning, training and 
drilling staff in preparation for emergencies, and HRSA is the primary funding 
source for these efforts. Under the current system, while New York City ranks 
among the highest at risk of a public health emergency, it ranks last for receipt of 
HRSA’s emergency preparation funding per capita (54/54). As the gateway for 
travel from many of the Southeastern Asian countries, this inequity in New York 
is alarming. 


Question 1 ; 

To what degree will funding, (particularly the $555 million requested for 
surveillance and public health infrastructure) be allocated according to risk? 

Answer: 

The current funding allocation for the State and local bioterrorism preparedness 
cooperative agreements is based on risk, with population density being the risk 
factor - there is a base amount available for each state and the rest of the 
allocation is distributed based on state population. 

I would add, however, that the public health infrastructure has been improved in 
many ways with resources allocated through DHHS, both for a response to 
terrorist events, and natural disasters. Specifically, 
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• 98% of state public health departments report they have detailed public 
health response plans for biological outbreaks caused by agents likely to 
be used by terrorists or those likely to occur naturally, such as a ne\« 
influenza pandemic; 

• 93% of state public health departments report they have exercised those 
plans in the last 12 months; 

• 97% of state public health departments report they have structured their 
response under the Incident Command System structure, as 
recommended in the National Incident Management Structure; 

• 97% of state public health departments report having 24/7/365 capacity to 
investigate urgent disease reports; and 

• 95% report having met the goal of having at least one epidemiologist for 
each metropolitan area with a population greater than 500,000. 

Technology advances have made automation of disease reporting and tracking 
easier, and more complete, 

• 98% of state public health departments report having designated facilities 
to receive, store and distribute contents of the strategic national stockpile; 

• 82% of the state public health departments report having exercised some 
portion of their SNS plan; and 

• 97% of the state public health departments report having crisis and risk 
communication plans in place. 

Considerable gains have been made, but we will continue to work with State and 
local health officials to assure our Nation strives for the highest levels of 
emergency preparedness. 


Question 2: 

And as delegated to states, is it my understanding the $100 million for state and 
local pandemic preparedness will be allocated to the 50 states and not the 50 
states and four most densely populated as it is for bioterrorism funding? 

Answer: 

States and municipalities will use these funds to accelerate and intensify current 
planning efforts for pandemic influenza and to exercise their plans. The focus is 
on practical, community-based procedures that could prevent or delay the spread 
of pandemic influenza, and help to reduce the burden of illness communities 
would contend with during an outbreak. Our hope is that this funding will build on 
the previous efforts through the State and local cooperative agreements. 
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Mr. Dingell. Mr. Secretary, the national strategy for pandemic 
influenza refers to novel investment strategies. That is a quote. 
What are these novel investment strategies? 

Mr. Leavitt. I will ask Dr. Fauci to respond to that in the spe- 
cific, hut I will tell you that in the vaccine area, generally we are 
looking for ways to develop cell culture developments of vaccines in 
addition to expanding capacity on egg based. We are always look- 
ing for adjuvant technology which is, I think. Hamburger Helper 
for vaccines. It allows us to take the vaccine and spread it among 
more people and then — so egg, cell and adjuvant. 

Mr. Fauci. Mr. Dingell, underscoring that, certainly the point 
that the Secretary made, but also that we have been over the last 
decades and decades involved in a rather standard way of make in- 
fluenza vaccine which as the Secretary mentioned is egg based. 
And the future of that is going to try to grow the virus in a cell- 
based culture but 

Mr. Dingell. I am going asking you what time it is Doctor, and 
you are telling me the theory of Sidereal time and you are giving 
me more than I want. What I really want to know is what are 
these novel investment strategies? Because I always have the dark 
suspicion when somebody gives me that, which I know comes from 
the Office of Management and Budget 

Mr. Fauci. One of them is a novel approach of the — what we call 
the universal vaccine instead of having to change vaccines each 
year, you get the standard immutable component of the virus that 
doesn’t appear to generally induce a strong immune response. If 
you can get that in a form that induces an immune response, the 
strategy may be that you do not have to, each year, chase the flu 
that is a little bit different than the year before. 

Mr. Dingell. Doctor, with respect, I am going to ask you to sub- 
mit that answer in writing. 

Mr. Fauci. Will do. 

Mr. Dingell. Mr. Secretary, are there estimates of what the flu 
pandemic would cost this country in terms of lost productivity and 
the economic consequences of it? Do you have any idea of what that 
is? 

Mr. Leavitt. I have seen estimates. They range in large but it 
is hundreds of billions. 

Mr. Dingell. And essentially, they are sort of wild guesses. But 
would you give us your best wild guess on this matter, please, Mr. 
Secretary? 

Mr. Leavitt. Mr. Dingell, I would need to submit that to the 
committee. I don’t have a wild guess. 

Mr. Dingell. And I understand that well. I have some numbers 
here that have been submitted to the committee from a very re- 
sponsible organization. $510,000 would be imposed on the State for 
the cost of purchasing antiviral medication, $250,000 for contin- 
gency planning, surge capacity not funded in the request, improved 
availability of diagnostics and reagents not funded in the requests, 
75 million. 

Now, risk communication, inadequately funded, and that is esti- 
mated $150 million. Are those numbers generally right or generally 
wrong? 
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Mr. Leavitt. At the risk of giving you more about the time of 
day than you want let me say that, there is 1.4 billion on the 
antivirals, those antivirals are going to be get kept for the most 
part in the States. A billion dollars or roughly 75 percent of the 
antivirals would be placed, done at Federal expense. If we were 
going to the full 81 million courses, the States would need to con- 
tribute, the number that you have acknowledged would be in the 
ballpark. 

Mr. Dingell. Thank you, Mr. Secretary. Mr. Chairman, again, I 
repeat, may I have unanimous consent to submit some questions 
to the Secretary in writing and have both that and Mr. Secretary’s 
response inserted into the record? 

Chairman Barton. Without objection. 

Mr. Dingell. Mr. Secretary, gentlemen and ladies, thank you. 

Chairman Barton. Mr. Upton. 

Mr. Upton. Thank you, Mr. Chairman, Mr. Secretary, I share 
your alarm and concern that we are not where we need to be, par- 
ticularly in light of the director general’s comments, the WHO, 
today, when he said that, quoted, it is only a matter of time before 
an avian flu virus, most likely H5N1, acquires the ability to be 
transmitted from human to human, sparking the outbreak of a 
human pandemic influenza. 

And in your testimony, you referenced a new vaccine that is cur- 
rently in trials. It does not yet have the FDA stamp of approval, 
as I understand it. 

What is your expectation as to how quickly, we would be able to 
get this new vaccine to treat 25 percent of our population and what 
would be the cost? 

3 years? 2 years? If this is looming over our heads now, so, it is 
going to come. I think we both agree it is going to come. So what 
is 

Mr. Leavitt. Congressman, I am reluctant to use a timeframe 
or — not because I am unwilling to give you one, but sitting today, 
I am not sure I can respond with the specificity your question re- 
quires. We would be pleased to respond after it has been cal- 
culated. I will tell you, we believe it will be 3 to 5 years before we 
will have cell-based technology. And we are looking at ramping this 
up as rapidly as we can with egg based. Dr. Raub, do you have any 
insight on this? 

Dr. Raub. Sir, if the requirement today were to produce a vaccine 
against what would be the pandemic virus — not the H5N1, but the 
one that would let’s say derive from it, in a 6-month period, we 
would likely only be able to produce about 13 million doses of the 
vaccine. 

And we project that each person would need 2 doses. So that 
would be coverage for 7 million people — far below what prepared- 
ness requires. And therefore, the reason that the primary element 
in the budget proposal is a $4.7 billion investment to revitalize and 
expand the capacity of vaccine production in the country to get 
every citizen covered in that 6-month period. 

Mr. Upton. So how many dosages does $4 billion get us? 

Dr. Raub. The plan is in two parts. The plan for the egg based 
production, based on the tried and true technology, would get us 
two things. It would get us approximately 40 million doses of a vac- 
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cine against the H5N1 or something like it, but also, would get us 
the capacity to surge beyond that, when and if the pandemic virus 
occurred. The parallel investment in the cell-based facilities would 
get us the other 80 percent of the surge capacity. So the investment 
is less in buying vaccine now than it is creating the capacity to 
produce vaccine quickly when it is needed. 

Mr. Upton. Now do we not have, go ahead. Dr. Fauci. 

Mr. Fauci. We just want to add something that I think is impor- 
tant, because this is a moving target. That is based on the early 
clinical trial data that you need 90 micrograms followed in 4 weeks 
by 90 micrograms, which is about 6 to 12 times larger dose than 
we generally use for seasonal flu. 

There are studies that are ongoing right now on adjuvants that 
might lessen that which would impact on the timeframe we are 
talking about. So that is a very important issue because those data 
are going to be coming out in the next several months. 

Mr. Upton. I am told that cell-based vaccine production is actu- 
ally done now in some animal health labs. Is that correct? 

Mr. Fauci. That is correct. 

Mr. Upton. So we have the technology we just have to 

Mr. Leavitt. Cell-based vaccines are used in other areas, but we 
have not achieved it in flu. Okay. The estimate is it will be 3 to 
5 years before we will be able to. 

Mr. Upton. My last question in my opening statement, I shared 
my frustrations with the current distribution of this year’s flu vac- 
cine. Where are we in terms of looking at some type of new dem- 
onstration or new distribution system that we could use for what 
may be coming? And what are the costs associated with moving to 
a different distribution type of system? 

Mr. Leavitt. I will ask Dr. Gerberding from CDC to respond. 

Ms. Gerberding. Because we have not been able to substantially 
increase the production of vaccine, even though we now have four 
companies in the market, and actually have at least 20 million 
more doses this year than last year, we cannot have the adequate 
match between the three factors, the demand among people for vac- 
cine, the geographic distribution at the micro level to the doctor or 
the clinic that needs it, and the supply timing coming out of the 
factories over the flu season. The investments that are proposed in 
terms of modernizing our vaccine would allow us to have a robust 
supply and really eliminate a lot of these distribution mismatches 
that are so upsetting to so many people including CDC. 

Mr. Upton. Thank you. Now my time has expired. 

Chairman Barton. Mr. Markey. 

Mr. Markey. Can I pass? 

Chairman Barton. Sure. 

Mrs. DeGette. 

Ms. DeGette. Thank you Mr. Chairman. In the opening state- 
ments, a lot of folks kept talking about this should not be a par- 
tisan issue. And I agree. I think it is too important to our constitu- 
ents and our citizens. And I would note that if you look at the his- 
tory of avian flu preparedness, the first draft of the plan was pre- 
sented to Donna Shalala in 1998 under the Clinton administration, 
and then in 2001, when we had the outbreak of avian flu in South- 
east Asia, Tommy Thompson was Secretary of HHS. And he, ac- 



35 


cording to The Washington Post this week, was livid that he didn’t 
have a plan and he wondered why it was taking so long. Then we 
had 2 years after that, no plan, a lot of hearings in Congress, as 
the Secretary alluded to. 

And now, here we have Secretary Leavitt and unfortunately, the 
administration is the administration, and they are the ones that 
are tasked with being ready for this. And it does happen to be the 
Bush administration. So, you know, if Secretary Shalala was here, 
I guess I would be asking her these questions. 

We finally have this plan. I have got it here. It looks like it was 
in development for a long time because it is slick and long and all 
of that. But my question is, Mr. Secretary, why has the plan taken 
so long to finally be released? 

Mr. Leavitt. The plan is still in development. There are many 
parts to it. And let me describe what I mean. What you see there 
is the HHS medical and public health corps. 

In addition to this, there are currently plans being developed, for 
example, at the Department of Transportation, at the Department 
of 

Ms. DeGette. So what you are saying is this isn’t even the full 
plan, right? 

Mr. Leavitt. There are plans being developed in State and local 
governments. In order to have a national plan, we need to have an 
ongoing planning process. And we have a plan. But it is a plan that 
can be improved and that will get better, we are better prepared 
today than we were yesterday and we will be better prepared to- 
morrow than we are today. 

Ms. DeGette. And let me talk to you about that, because now 
I have the Colorado plan, too, which was actually promulgated in 
2003. It is not as slick. But one thing the Colorado plan says is 
that with the exception of a few antivirals, which I now know don’t 
work for this particular strain of avian flu, the Colorado plan says 
that the Federal responsibility is. Number 1, deployment of feder- 
ally purchased vaccine and Number 2, deployment of antiviral 
agents in the strategic national stockpile. 

Do most of the States have a similar plan for how they are get- 
ting antivirals and vaccines? 

Mr. Leavitt. Most of the States do have a plan that references 
the Federal stockpiles. 

Ms. DeGette. We don’t have a Federal stockpile, do we, Mr. Sec- 
retary? 

Mr. Leavitt. We do. It is just not as big as we want it to be. 

Ms. DeGette. How big is it? 

Mr. Leavitt. We have currently in place or to be received soon 
about 5 million courses of Tamiflu. 

Ms. DeGette. Right. And how many courses of Tamiflu do we 
project that we need? 

Mr. Leavitt. Our first target is to get to 20 million. 

Ms. DeGette. By what time? 

Mr. Leavitt. We will achieve that by the fourth quarter of 2006. 

Ms. DeGette. That is with full Federal funding? 

Mr. Leavitt. We have vendor representations that we will 
achieve that by the fourth quarter of 2006. And we have a target 
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of 81 million courses, and we have vendor representations that we 
will achieve that by the mid part of 2007. 

Ms. DeGette. And my question is, is that with full Federal dol- 
lars or is that relying on the State match? 

Mr. Leavitt. The Federal plan that you have before you would 
put 50 million courses of Tamiflu that would be distributed 
throughout the country that would be at Federal expense. If the 
States chose to go beyond that, then we would participate under 
this plan by subsidizing their purchase by 25 percent and allowing 
them to use the Federal price to do that. 

Ms. DeGette. Okay. And the vendors have agreed to that plan? 

Mr. Leavitt. Well, we have vendor representations that they can 
produce at that level. 

Ms. DeGette. And it would be at the Federal price, the 
antivirals that went to the States? 

Dr. Raub. The concept is doing it through a Federal contract. 
And I don’t believe it is an issue with the vendor. In many ways, 
the larger the order we can make at once, the faster we can get 
delivery because the vendor will invest in new production facilities. 

Ms. DeGette. I have just one more question, because I am al- 
most out of time. What happens, say, if Colorado decides to partici- 
pate in this optional 75/25 percent match, but Wyoming doesn’t. 
What happens if you have a patchwork of States? Isn’t that why 
we need a coordinated Federal approach? 

Mr. Leavitt. First, let’s remember that Tamiflu is one compo- 
nent of a comprehensive plan. Second, let’s emphasize — I would 
like to emphasize that every State will have access to a stockpile 
of Tamiflu. Some States may decide to have a larger stockpile for 
reasons that are unique to their plan. And if they do choose to do 
so, we are prepared to subsidize their purchase by 25 percent. If 
they choose not to, they will have very significant stockpile of 
Tamiflu available to them. They simply will not have purchased 
more. It will be a judgment call that States needs to make. 

And this is an important part of the plan, because States have 
got to become engaged on this plan. If they can put in their plan 
the Federal Government will take care of it, they are not engaged. 
And they need to be engaged in this. They need to — they can’t be 
counting on the Secretary of HHS to decide whether their local 
school is going to open or close. Likewise, they ought not be count- 
ing on the Federal Government, in my judgment, to make certain 
that they can put a pill in everybody’s palm at the right moment, 
because the Federal Government simply 

Ms. DeGette. My time is up and you are exactly right. The prob- 
lem is the States don’t have any resources. And we are just getting 
ready to cut their Medicaid programs by, I think, $10 billion. It is 
a problem all around. And I appreciate your commitment to it. 

Chairman Barton. Mr. Stearns. 

Mr. Stearns. Thank you, Mr. Chairman. Dr. Fauci, we have 
about 11 million illegal immigrants in the United States. That is 
what they project, plus or minus. And we have a lot of illegals com- 
ing in today. 

How will we screen in the event we have legal immigrants com- 
ing, what will we do about the illegal immigrants, in your opinion, 
to protect us, and keep this under control? 
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Mr. Fauci. Mr. Stearns, that certainly is not in my area of exper- 
tise or activity. So I would have to 

Mr. Stearns. CDC? 

Mr. Leavitt. The question you are really asking is better an- 
swered by CDC. 

Ms. Gerberding. Two short perspectives, and we can provide 
more for the record. First of all, we do have responsibility for our 
quarantine stations at the borders and that is where we look for 
people with illness coming into our country by any means. Second, 
in terms of anyone presenting with an illness that may be infec- 
tious, our State and local communities have traditionally taken on 
the responsibility of providing the appropriate public health treat- 
ments and services for those individuals at their expense. 

Mr. Stearns. But you would agree, though, at this point a lot 
of people coming in that are illegals every day and we don’t have 
control of our borders. So isn’t that a difficult thing for the United 
States? Doesn’t that even make it more clear why we should con- 
trol our borders in the event that we have a pandemic in the 
United States, and yet our borders are porous and we have a lot 
of illegals coming in, and we have no idea whether they have the 
avian flu or not? Wouldn’t that be a concern of yours? 

Ms. Gerberding. It would be a misrepresentation to think that 
this is a border issue because the virus doesn’t understand borders. 
It is really the connectivity from people from one region of the 
world to another regardless of whether they are moving legally or 
illegally. 

Mr. Stearns. But if the United States had the Tamiflu vaccine 
but Mexico didn’t. Or Mexico didn’t equip their country as well as 
we do, wouldn’t you have Mexico — a lot of these people perhaps 
having this avian flu come into the United States, and you would 
have no way of controlling our borders, and this would represent 
a threat to us no matter what you did. 

Mr. Leavitt. We are in an active conversation with the health 
ministry and all also the head of State level with Canada and Mex- 
ico for that very reason. So. 

Mr. Stearns. So don’t you have to work in tandem with Canada 
and Mexico so as much as we have to say to ourselves. United 
States must be prepared, if you don’t prepare Mexico, possibly, 
Canada, and you have a lot of people immigrating into Canada and 
from Canada coming in 

Mr. Leavitt. Actually it needs to go beyond that. The President 
has formed the international partnership for pandemic influenza 
and we now have 88 countries that are a part of an effort to create 
a global or international surveillance system where we are able to 
determine that if it happens in Southeast Asia in a remote village 
of Cambodia that the moment they have it, we need to heard about 
it. And obviously, there are lots of cross pressures, economic cross 
pressures, that work against that. But we are working very hard 
for that reason to assure that we have transparency and coopera- 
tion among nations. 

Mr. Stearns. And the other question I have is dealing with 
Posse Comitatus, the homeland security was looking at this in try- 
ing to control the borders. They never did anything with it. In the 
event that we had to mass distribute vaccines, in the event of a 
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catastrophic outbreak of pandemic influenza, is there any thought 
to relaxing Posse Comitatus and to, as a viable option, to help the 
military deliver the medication, or at least help in the process? 

Mr. Leavitt. There has not been discussions of that. I will tell 
you that as the others have mentioned, there is a need, at times, 
to be able to deploy in any natural disaster, military assets, pri- 
marily for transportation. 

Dr. Raub, do you have anything to add to that? 

Dr. Raub. Sir, in our preparedness working with our other col- 
leagues in the States on bioterrorism, in our planning with our col- 
league and other agencies including the Department of Defense 
and States with respect to distributing antibiotics on a bioterrorism 
event, the preferred modality for the Department of Defense is the 
National Guard, with the means where the Department of Defense 
would underwrite a substantial part of the cost of the activation of 
the guard. But it would be under the control of the State officials 
not the Pentagon. 

Mr. Stearns. In 1918, when we had the pandemic, was the mili- 
tary used at all back then? 

Mr. Leavitt. Actually in 1918, it was the military through which 
most of it spread, it began in. 

Mr. Stearns. Thank you, Mr. Chairman. 

Chairman Barton. Gentleman from Maine, Mr. Allen. 

Mr. Allen. Thank you, Mr. Chairman. 

Mr. Secretary, in your previous comments, were included re- 
sponses to the gentlelady from Colorado that we have the vendor 
is promising 20 million courses by the end of 2006, and 80 million 
courses of Tamiflu by mid 2007. I take the point that Tamiflu isn’t 
the complete answer. But it is the first line of defense. 

How confident are you in those projections? And do you know 
whether or not the vendor — well, first of all, is the vendor Roche? 
Or does this include some other companies being licensed or any 
other steps that you might take? 

Mr. Leavitt. Roche has made very clear that they do not intend 
for intellectual property issues to become a barrier in their meeting 
those recommendations. And they have indicated a willingness to 
work with other manufacturers who are prepared and willing to do 
so. 

And we have asked the FDA — I have dispatched the FDA to 
work with them and any potential vendor to do so. 

I will tell you that while I am not a chemist, I have pressed hard 
enough on this issue to understand the process. And it is a very 
complicated multi part process that includes, in some cases, rather 
dangerous explosives processing. And it is not likely, in my judg- 
ment, nor those who advise me, that we will see any other manu- 
factures of Tamiflu certainly within a year, and more likely, 2 
years. 

And that would be true in this country or in any other country. 

Mr. Allen. Well, let me go back. There are companies in other 
countries that are ready, able — well, ready is the question — ^but 
who have expressed an interest in manufacturing a generic version 
of Tamiflu and are seeking and have been inquiring with Roche. 
The problem I mentioned in my opening is that it seems pretty 
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clear we have an insufficient manufacturing capacity for anti flu 
drugs today. Would you agree with that? 

Mr. Leavitt. That is true, yes. 

Mr. Allen. Back on August 30, 2003, World Trade Organization 
members adopted the so-called Paragraph 6 agreement. And it 
spelled out the rules by which countries with insufficient manufac- 
turing capacity could import needed pharmaceuticals produced 
under compulsory licenses. The U.S. Government chose to opt out, 
and persuaded — the U.S. Persuaded the EU and Japan and Aus- 
tralia and other countries to opt out of that system. That means 
that if Indian or other companies developed a source of Tamiflu 
that the U.S. Government would not be able to import those 
antivirals into this country. And I guess my question is, does that, 
in retrospect, look like a wise decision or not? 

Mr. Leavitt. Mr. Allen, let me make clear that in a pandemic 
situation, I think all those who have modeled and studied it believe 
that whatever — you will get what is produced domestically. That is 
one of the reasons we have pushed so hard for Roche to develop 
the domestic manufacturing capacity which they have agreed to do 
and are in the process of developing. I don’t believe that will be an 
issue in a pandemic, because I think people who have it within 
their borders will keep it. 

Mr. Allen. That may well be if it is global and not concentrated 
in one country or another. 

Back when we had that Cipro scare — when we had the anthrax 
scare here and Cipro was the available drug to treat it. Secretary 
Thompson said — essentially threatened the compulsory licensing. 

Would you be prepared to do the same? And I grant you, what 
you have said before, I grant you the manufacturing process is long 
and difficult and complicated. But would you prepared to issue a 
compulsory license if Roche failed to provide inadequate authority 
for to expand production here? 

Mr. Leavitt. I do not contemplate that being a circumstance that 
would present itself It is important, however, that people in this 
country know we will do everything necessary to protect them. 

Mr. Allen. Thank you. One final thing. Back on May 20 of 2004, 
I wrote to the Department seeking information about the Depart- 
ment’s analysis of the U.S. Australian free trade agreement and its 
potential impact on Medicare and Medicaid programs. That inter- 
section is, I think, great importance. I haven’t had a response to 
that. I submitted a question for the record to you at this commit- 
tee’s hearing on February 15th of this year asking for an update. 
I sent a follow-up letter to HHS on April 20, 2005, also seeking an 
update. I still don’t have a response. 

I would urge you, Mr. Secretary, to respond to that. It is a mat- 
ter, I believe — the intersection between our health care programs 
and our free trade agreements, I think, is a matter of great impor- 
tance, and I would very much appreciate a prompt response. 

Mr. Leavitt. That does not sound like the type of response that 
we aspire to give, and I will follow back up on that. 

Mr. Allen. I am sure it is not. Thank you. 

Chairman Barton. Before I go to Subcommittee Chairman Deal, 
my understanding is that Roche has applied for a license and given 
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a third party the opportunity to produce its Tamiflu in the United 
States, and that has been approved, isn’t that correct? 

Mr. Leavitt. They have indicated a willingness to provide licen- 
sure for anyone who can meet the standards of production that are 
necessary to produce it. To my knowledge, no license has yet been 
completed. We have, in fact, indicated to them that the FDA would 
work to cooperate and develop that. 

Is there anything that has happened that I don’t know about 
Bill? 

Dr. Raub. No. 

Chairman Barton. Subcommittee Chairman Deal. 

Mr. Deal. Thank you, Mr. Chairman. When we talk about tradi- 
tional flu, we talk about traditional flu season, which would be the 
fall and into the winter. When we talk about avian flu, does it, 
likewise, have a seasonal threat, or is it a year round threat? 

Mr. Leavitt. I will ask Dr. Gerberding to respond to that. 

Ms. Gerberding. There is a seasonal pattern to the avian out- 
breaks in Asia right now among the poultry. We are coming into 
the high season now where we would expect the most transmission 
in the poultry, and, of course, then secondarily the most trans- 
mission to people. Whether or not that pattern would hold true in 
the context of a pandemic is not something we can predict. In the 
last pandemic there was very little seasonality. The pandemic oc- 
curred in 2 or 3 waves. And they were relatively independent of the 
season. 

Mr. Deal. Once the virus is able to obtain the ability to be trans- 
mitted from human to human is when the real pandemic threat oc- 
curs, as I understand it. 

Does that virus, when it acquires that ability in a mutation, I as- 
sume, does it then become immune to the vaccine that was created 
for the original H5N 1? Is it a different virus at that point? 

Mr. Leavitt. I will ask Dr. Fauci to give you the answer. 

Mr. Fauci. The answer is highly likely yes. So there is a high 
degree of protection of a certain virus. And it changes to become 
more efficient in going human to human. It is likely that it will 
change enough that the protection will diminish. It may not going 
down to zero, but it will be clearly less efficient than it is in pro- 
tecting against the original virus, which is the reason why we em- 
phasize, including in the plan, that what is critical is not nec- 
essarily a vaccine against this H5N1, but building the capacity so 
that when that virus, and we hope it never does, but if and when 
it changes, that the capacity will be building up, that you can take 
that updated version of the virus, plug it into the system and make 
that your vaccine. 

Mr. Deal. What is the lag time on that component? 

Mr. Fauci. The lag time on that is generally, traditionally is 
about 6 months when you are dealing with seasonal flu from the 
time you plug in a new vaccine. How long it is going to take to get 
to the doses levels that we need is going to depend on a lot of 
things that I mentioned a few minutes ago are a moving target, 
namely whether or not for example and adjuvant would allow us 
to get to a reasonable dose as opposed to the quite high dose that 
we are dealing with now. 
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So it could take anywhere from a year or even more or if you 
really have a good system going you could do it. And that is the 
ultimate goal in the plan to get to that 6-month time from the time 
you press the button. We are certainly not there right now. 

Mr. Leavitt. That includes the manufacturing he is speaking of. 
Were you asking about the development of the virus vaccine itself 

Mr. Deal. Both of them yes. 

Mr. Leavitt. Vaccine would be a shorter period, manufacturing 
would be on top of that. 

Mr. Deal. For those of us who have children or grandchildren 
who are in schools, we all know that that is one of the environ- 
ments in which diseases are transmitted and flu is no exception. 
In my household, we have the disease of the week, depending on 
what my granddaughter has picked up in play school for the week. 

Would the decision to have a schoolwide inoculation be a compo- 
nent of, and would that be assisting in preventing any kind of 
spread, not only of this kind of flu, but also other flu viruses, if we 
had a pattern that would inoculate the entire school-based popu- 
lation, and would that also maybe incentivize some of the vaccine 
manufacturers to ramp up to accommodate that? Because I don’t 
think that is the pattern now, is it? 

Mr. Leavitt. I will ask Dr. Gerberding to answer, and then I 
would like to add to that. 

Ms. Gerberding. Thank you. The experts in immunization evi- 
dence are currently assessing whether or not a school-based pro- 
gram or a universal vaccination of children for seasonal flu is now 
warranted. And it looks like more and more of the data are taking 
us in that direction. 

In the context of a pandemic, we would certainly want to be able 
to immunize people in all kinds of venues, and schools would be a 
lo^cal place. A, because kids are there and it is easily accom- 
plished. But second because children are one of the major forces of 
respiratory illness transmission. They bring these illnesses home to 
their parents and their grandparents. And it really is an important 
hot spot in the community. So that makes a lot of sense. 

Mr. Leavitt. Go to the next. 

Mr. Deal. My time is just about out. Quickly, we have invested 
with two manufacturers I believe to develop the H5N1 vaccine at 
the current time, is that correct? 

Mr. Leavitt. That is correct. 

Mr. Deal. And are they going to be the primary suppliers that 
we look to for any vaccine? 

Mr. Leavitt. Actually the strategy we are deploying would call 
for us to look for what was referred to earlier as innovative strate- 
gies. We are going to invite the entire marketplace to give us ideas. 
We would then invest in those that were the most promising with 
benchmarks. 

We would then require they bring the benchmark points back 
and we will continue to invest as they continue to show progress. 
Our model calls for us to have multiple manufacturers, four or 
more, in order to get to 300 million courses in the 6-month period 
that we aspire to achieve. 

Mr. Deal. Thank you, Mr. Chairman. 

Chairman Barton. Mr. Green of Texas. 
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Mr. Green. Thank you, Mr. Chairman. Mr. Secretary, just before 
Tom Allen left, he is from Maine and my neighbor to my left is 
from California, but my State of Texas, we have 1200 miles of bor- 
der with Mexico and multiple cities straddling it. I am interested 
in whether the administration has planned a specific consideration 
for surveillance in those local governments or State governments 
along border areas, particularly United States and Mexico, because 
that is our neighbor, I am sure. Mr. Allen is interested in Maine 
and Canada. And what would be the States’ financial responsibility 
with regard to that surveillance, and does the plan afford any spe- 
cial consideration for, again, those local governments that border — 
because most of our health care is actually not provided by the 
State. It is by the county health departments or the city health de- 
partments along the border, just like it is in my urban area. 

Is there any special consideration for those border areas? 

Mr. Leavitt. Your question points out the fact that public health 
is a State and local responsibility primarily, and that under current 
circumstances. State and local health departments are required to 
monitor and screen for disease in different ways. It would fall into 
that same category. Obviously if the plan does not make specific 
provision for borders beyond the fact that we have a specific need, 
generally, in those areas. 

Mr. Green. There is no other resource for example? Because — 
and I always use the example if someone has infectious tuber- 
culosis in Matamoras, Mexico, it will be in Brownsville, Houston, 
Dallas or San Antonio because of the nature. So there won’t be 
anything differently done because of the 

Mr. Leavitt. Dr. Ranh with like to add some to that answer. 

Dr. Raub. Sir, over the last 3 years, we have had a special 
project for early warning infectious disease surveillance along the 
U.S. Mexican border, not limited to flu, but to other infectious dis- 
eases, among others those that could be result of bioterrorism. We 
have been investing about 4 million a year on the U.S. Side 
through our four States, and we made a one-time award about 3 
years ago to our Mexican colleagues of about 5.5 million, such that 
there could be some complementary activities in the six Mexican 
States that border the Rio Grande. That continues to be an effort 
that is not part of this budget, we see it as strongly complementary 
and pertinent to your question. 

Mr. Green. I was impressed during Katrina with the amount of 
GDC personnel and the public health services actually came to the 
Houston area and Dallas and to other areas where evacuees were, 
so I would hope they would also be activated if we get to that point 
in the future. 

Mr. Secretary, the plan provides $100 million in funding to the 
States and local jurisdictions to help them develop the prepared- 
ness and response plan for the pandemic flu. This is the same time 
the administration this year proposed 130 million cut in the CDC’s 
public health preparedness program. Even with that $100,000 in 
funding for State, local and public health, it would still be a loss 
of $30 million in preparedness. 

How does the administration reconcile this cut to the CDC’s pub- 
lic health and preparedness program with the obvious need for 
State funding to prepare for a pandemic flu? 
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Mr. Leavitt. It would be important to reconcile the 130 million. 
It is being referenced as a cut. The reality is it was changed from 
one line to another. It went into a national stockpile and the num- 
ber and the money literally went from one line item to another. It 
was not a cut. 

I would like to recognize as well that the 100 million that is 
being spoken of is simply to help them update their plans and to 
exercise them. If you look at what is in this plan for State and local 
governments, the billion dollars in antivirals for example, most of 
that will go to States. $600 million listed in the category of surveil- 
lance and public health preparedness all be going to States — are 
going into stockpile for the use of States. So to suggest that 100 
million is the limit to which we are working to assist local govern- 
ments would not be consistent with the facts. 

Mr. Green. My last question in 30 seconds is, our community 
health centers are all over the country, and again we are working 
in the Houston area for more. How will they be part of the — will 
they also be a repository or depository for integrated and surveil- 
lance and outreach notification and also will they be able to receive 
the avian flu vaccine like any other public health agency? 

Mr. Leavitt. This — your question, again, points out the impor- 
tance of having State and local preparedness plans, because the 
community health centers will be an integral part of every one of 
the State’s plans. They will be used differently in every State be- 
cause every State has a different circumstance. 

Mr. Green. So for the few I have, I want to make sure I need 
to go to the our State health commissioner. Dr. Sanchez, to make 
sure they are integrated. I don’t think we will have a problem with 
that. Thank you. 

Mr. Bilirakis [presiding]. The Chair recognizes himself 

Mr. Secretary, we have talked a lot, and you have just now, 
about the roles and responsibilities of the Federal Government and 
of the States and the reason why the States have to be and the 
local governments have to be a large part of the process. But let’s 
go into the roles and responsibilities of individuals in preparing for 
and preventing the spread of a flu pandemic, and I guess I would 
ask, since there have got to be roles and responsibilities that you 
are going to share with us, are we planning, or is HHS contem- 
plating communicating those preventive ideas to the public? 

Mr. Leavitt. Thank you, Mr. Chairman. Creating a clear sense 
of division of labor is enormously important, because there will be 
so much decentralization. I think generally in our emergency re- 
sponse, it is important to recognize that there will be limits in a 
pandemic to what the Federal Government can do and ought to 
represent it can do. 

That will be true, to some extent, to local and State communities 
as well, and there will be a responsibility for individuals. That is 
endemic in citizenship. 

The personal preparedness, having the ability to sustain oneself 
for a period of a couple of days, for example, would be important 
without going to the grocery store. We live in a 711, 24-hour gro- 
cery store mentality where we use it for our pantry as opposed to 
having a small supply of food or having a supply of water, or hav- 
ing a 72-hour kit. All of these things will apply in a pandemic in 
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the same way as they would for a hurricane or tornado or any 
other medical emergency. 

Mr. Bilirakis. Well, basically what you have said is that when 
the American public knows that a pandemic flu is eminent, then 
of course that is when those individual roles would come into play. 

Will there be, or should there be, any roles or responsibilities in 
the meantime between now and then? Let’shope that never hap- 
pens. But as you have already indicated, I guess it is coming, 
maybe not this particular flu, but something, pandemics will come 
some time in our future, I suppose? 

Mr. Leavitt. This is a good example of why it is so important 
that we are talking about this in a way that informs but does not 
inflame and that inspires people to prepare, but does not create a 
sense of panic. This is today essentially an animal disease. We 
worry that it could become something else, and if it isn’t this virus, 
it will be something else that will ultimately occur, it is a broad 
pandemic preparedness, a major part of our plan involves how do 
we communicate with people during those periods. 

In many respects, we have the biology that existed in 1918, be- 
cause we have no human immunity, but at the same time, we have 
a 24-hour news cycle, where people are going to find out about it. 
And the ability to manage that communication is part of what 
every State, every local community needs to deal with, and frankly 
something that we need to be thinking about, both in Congress as 
well as at HHS and throughout the administration. 

Mr. Bilirakis. Well, thank you, sir. It is certainly critical that 
Congress play a constructive role in all this. And I am sure there 
must be areas of particular importance in the preparedness plan in 
which Congress could focus to benefit both annually, if you will, 
and anti-influenza preparedness and I am not going to really — 
there are a lot of areas that take more than the minutes that I 
have left. But I would hope that maybe you and your great staff 
there would share with us what we can do up here from a legisla- 
tive standpoint, and any other ways to be helpful in what you are 
planning and your preparedness plan. 

Mr. Leavitt. Thank you, Mr. Chairman. These plans will con- 
tinue to develop and improve. One area that is not receiving as 
much attention as it ultimately deserves is animal health. This is 
an animal disease right now. And as long as we can keep it — as 
long as it stays an animal disease, people are, for the most part, 
unaffected. But it has a profound impact economically, and it could, 
in fact, become the source of the problem. So we need to focus on 
animal health as well as human health. 

Mr. Bilirakis. Well, sir, Mr. Secretary, questions have been 
asked about the dollars not being adequate as far as the States’ 
roles are concerned. And how much money has been appropriated 
pursuant to the Public Security Act, subsequent appropriations to 
enhance State, local and hospital preparedness under grants from 
the Centers For Disease Control and health resources and services 
administration, and I guess I would ask if you have an answer to 
that, how has this funding helped prepare us up to now for pan- 
demic flu preparedness and how much of that funding has actually 
been used by the States and local governments? 
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Mr. Leavitt. Some 3 years ago, the Congress appropriated a $5 
billion amount to go into State and local mass casualty prepara- 
tion. A good share of that has not yet been drawn by the States. 
We believe that those dollars can, in fact, and should be used to 
enhance their broad preparedness, but every dollar they spend in 
their broad medical preparedness for mass casualty preparedness 
will help on pandemics as well. 

Mr. Bilirakis. So that money is available but it hasn’t been 
drawn by the States? 

Mr. Leavitt. That is correct. 

Mr. Bilirakis. That is interesting. Thanks very much Mr. Sec- 
retary. Let’s see, Mrs. Eshoo. 

Ms. Eshoo. Thank you Mr. Chairman, Secretary Leavitt and ev- 
eryone that is here. Thank you, again, for being here. This is an 
very important hearing and discussion. 

Secretary Leavitt, the plan calls for stockpiling 75 million doses 
of the antiviral medications. We have gone through this, but I just 
want to set this down for the record and go back to what I ref- 
erenced in my opening statement. 

Of that amount, 44 million would be purchased by the Federal 
Government, State and local governments would be responsible for 
75 percent of the cost, it is a 75/25 share, as I understand it, for 
the remaining 1 million doses. 

What I don’t think the plan provides for or doesn’t have any de- 
tails, on what would happen if a State can’t afford to pay its share 
of the cost? What do you have built into the plan to address that? 

You know, in listening to some of the comments that I have 
heard today, I think that members are leaving out the first descrip- 
tion of our country, and that is United. We are not just the States 
of America. We are the United States of America. And over and 
over and over again, our success, in meeting so many of the chal- 
lenges that have confronted our country, is that we partner, and 
partner strongly with the States. This is not about some big daddy 
handout or States trying to grab what they can. 

You know, some things, might be characterized that way. But 
that is not the best about us. 

So I think that your plan as it is drafted right now, this is isn’t 
a final plan, is it? No. 

Mr. Leavitt. It is continually being improved. 

Ms. Eshoo. Continually evolving, and we are going to improve 
it. I think this is a real shortcoming. I am not going to ask you to 
answer that. I think that there are many members that have set 
this down. And I think that we can do much better than this. As 
a matter of fact, I think we have to. So, that is my first point. 

Mr. Leavitt. Would it be helpful if I reconciled or a portion of 
that financially for you? Would you like me to do that in a different 
way. 

Ms. Eshoo. You can write to me about it. Let me get the rest 
of my questions out. 

Mr. Leavitt. Let me make clear that we are not just leaving our 
States on their own. There will be 50 million courses that will be 
distributed in large measure among the States, and they won’t pay 
for any of that. If a State chooses to go beyond that, we are pre- 
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pared to help them with their responsibility for public health by 
subsidizing it 

Ms. Eshoo. So if they can’t afford that percent, then we are 
going to step? 

Mr. Leavitt. They will all get a basic allotment of Tamiflu. And 
they will have it available to them. If they, in their planning, con- 
clude, that they would desire to have more, then we will subsidize 
that. And in addition to that, we will have 6 million courses that 
are deployable wherever we need them that haven’t been 

Ms. Eshoo. So regardless of a State’s circumstances — let me take 
Louisiana. 

Mr. Leavitt. That’s correct. Regardless of their circumstances, 
they will have access. There may be some States 

Ms. Eshoo. Is 50 million enough? How did you come up with the 
50 million? 

Mr. Leavitt. We came up with it by looking at previous 
pandemics and the percentage of the population generally that is 
infected. But it is impossible to say where those will occur. So we 
are developing a strategy so that we could deploy additional re- 
sources if we needed it into an area that was particularly hard hit. 
On the other hand 

Ms. Eshoo. If I might — excuse me for interrupting — I think it is, 
you know, it is broader than this in many ways, because when you 
look at where the split is and the share and what you are describ- 
ing and what I understand the plan represents, there are not the 
kinds of resources that we hear from, in local government, and on 
the ground at home, where there has been more and more respon- 
sibility placed on first responders, on our public health system, and 
so, you know, those are pressures and burdens that are there, you 
are a Governor, you know what this is. I came from county govern- 
ment. I certainly have an appreciation of it. 

So I am emphasizing this, because, you know, if they don’t get 
what they need, then we are not going to have a successful plan, 
period. 

And if I might raise something else, I think my time is just about 
winding down, the plan mentions risk communication is an integral 
part of the effective public health response. Mr. Bilirakis and I 
have introduced legislation on acts, on 211. Only 47 percent of the 
Nation has access to it. And it is a telephone number for commu- 
nity, volunteer. Health and Human Services information and refer- 
ral. And it is a very important linkage. 

I would ask that you look at the 211 system, and consider, very 
seriously building it into the plan. 

We will, you know, if you haven’t seen the legislation, we will 
make sure you get a good summary or your staff can give it to. Be- 
cause I think that this is something that could be built in and 
worked to implement different parts of the overall plan that you 
have put forward as secretary. So I would just, you know, note 
that. And I wanted to get to Dr. Fauci. I am not going to have time. 

Dr. Gerberding, the last time you were here 

Mr. Bilirakis. The gentlelady’s time has expired. 

Ms. Eshoo. If I might just throw this in or ask that you respond 
to the question that I raised in the hearing that we had on the cuts 
to the CDC and how they would effect. You didn’t have time to 
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Mr. Bilirakis. Can you do that conceivably in writing? 

Ms. Eshoo. That is what I am asking for, in writing, Mr. Chair- 
man. Thank you. 

Mr. Bilirakis. The 211 pointforce is a very good one. I just want- 
ed to get clear, if I may follow up with Ms. Eshoo’s. I have asked 
you about the Public Health Security Act and dollars that are 
available there. And as I understand it, approximately 2.5 — about 
50 percent of that money is still available, $2.5 billion is available 
for the States to draw on? 

Mr. Leavitt. 50 percent would be more than it represents. They 
draw, period. They draw part of the 04, they commit it, and so it 
is not — that would be an exaggeration, but it is roughly 20 percent. 
Mr. Bilirakis. So that money is available for these purposes that 
we are now talking about. States preparedness? 

Mr. Leavitt. That is correct. 

Mr. Bilirakis. And not drawing on them, and yet we apparently 
hear, and it is true, that the States are not getting enough money 
in there. There are problems there and that sort of thing. But there 
is money sitting someplace there that that they can draw. 

Mr. Leavitt. This would be a great way for them to use it. 

Mr. Bilirakis. Mr. Ferguson — Mr. Walden. 

Mr. Walden. There is a news report out today about a new way 
to detect flu that can occur in 11 hours rather than a matter of 
days, and CDC apparently has or has approved. Can any of you de- 
scribe that for me, because that can certainly make a difference in 
detecting an outbreak? 

Ms. Gerberding. We are using several new strategies for diag- 
nosis of cases of flu, including a PCR-based rapid test that can di- 
agnose the genome of the organization that doesn’t require you to 
culture it in the test tube. Many of these rapid tests are already 
available commercially, and can be done at the bedside. But what 
is specifically relevant right now is a rapid test that can tell you 
if it is H5 or so, other strain of flu influenza. 

And that test is not being used right now, but the manufacturer 
has made some representations that the test would be useful in 
this regard. We haven’t validated that at CDC. 

Mr. Walden. But it is something somebody is working on? 

Ms. Gerberding. Absolutely. 

Mr. Walden. That is good to know. Mr. Secretary, you were a 
Governor for 11 years in Utah. As the administration put together 
this plan, was it done without any consultation with the Gov- 
ernors? 

Mr. Leavitt. We are in constant discussion with the Governors. 
I do now intend, once the national or the Federal HHS core is in 
place, to begin meeting at the President’s direction with every Gov- 
ernor in every State. We will be having, very shortly, a meeting 
with the Governors or with Governors’ representatives in Wash- 
ington, and then we will literally be going to communities saying 
to them, here are the components of preparedness. Let’s hold it up 
against where you are and see how we can be helpful. 

It will need to be a broad-based community plan because it is, 
as indicated, it deals with schools, transportation, et cetera. 

Mr. Walden. In terms of the international outreach, was it this 
administration’s initiative to pull together this coalition of coun- 
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tries, to be able to identify the outbreak of a pandemic? Was this 
administration the one that organized that? 

Mr. Leavitt. The President initiated the international partner- 
ship. And there are now 88 countries, and, I believe, 12 inter- 
national organizations that are part and it continues to grow. 

Mr. Walden. Do those countries — and I know you may not know 
this for every one, but do they have a flu plan similar to what we 
have or are they developing them? What is the status there? 

Mr. Leavitt. Some do, but many do not. 

Mr. Walden. There is a conference going on in Geneva today, I 
believe some 600 participants. What is our role in that conference? 

Mr. Leavitt. We have a delegation there. I was in Ottawa last 
week. In the spring, I called the health ministers together from the 
affected countries to begin a conversation. We are — I am leaving 
next week to go into Rome to meet about the seven health min- 
isters of the G-7, plus Mexico. So this is a matter of great inter- 
national activity, and the United States is very clearly not just con- 
tributing, but in many cases leading. 

Mr. Walden. I mentioned in my opening comments the need for 
self preparedness, and my friend from Washington sort of made 
light of it about a Swiss army knife and a compass, and that, I 
guess, is fine. It is obviously more than that and that wasn’t what 
I was saying. What about individuals? Most of us, watching what 
is happening, frankly, after Katrina and Rita and other national 
disasters, realize the limitations of the government at any level to 
take care of us when a real problem breaks out. 

What is it we can do individually to protect our families, our 
home — I mean, our neighborhoods. Is it possible to get Tamifiu, 
which could reduce the outbreak — is it possible to get the detection 
tests so we know so we can, I mean, what would it take? What is 
the best thing we can do individually? 

Mr. Leavitt. Well, Congressman, you have appropriately identi- 
fied distribution as the place where victory is won. The Federal 
Government can drop stockpiles into a State or community, but it 
is actually getting the pill into the palm of the person that creates 
safety and security. 

This is an issue not just with Tamifiu, but it is an issue in any 
of our stockpile remedies. 

We are currently, exploring 5 different alternatives on how we 
can assure the distribution is done properly. One of them is to have 
stockpiles in local communities. Another is to provide for things, 
such as postal distribution of them. A third is to have first respond- 
ers of some supply. 

Mr. Walden. Are there some of those that could be presupplied 
out or preshipped out to individuals 

Mr. Leavitt. Those are the alternatives we are looking at. And 
we want to find the best model because, frankly, I am not per- 
suaded that the model of simply having stockpiles around the coun- 
try will work because you have to get them there so quickly. 

Mr. Walden. Here is my concern is that if a third of Americans 
are going to fall ill to this very, very — what could be a very dan- 
gerous and deadly disease, it may be that the entire supply lines 
for everything we have are disrupted, from food to medicine to 
medical care. What if a third of the people in the hospital, a third 
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of the doctors, third of the nurses, third of the fire fighters, are all 
dying from this flu bug? That is why I am so passionate about — 
I want to have command and control to the extent — thank you, Mr. 
Chairman. 

Mr. Bilirakis. Ms. Capps to inquire. 

Mrs. Capps. Thank you, Mr. Chairman. 

Mr. Secretary, a few years ago, I was able to see the emergency 
response, though it was new at that time at HHS, and it was im- 
pressive in part because of the ability of the center to track how 
many beds there are at any given moment in every health facility 
around the country. But as I asked then Secretary Thompson, I 
was told that it isn’t able or we are not able to gauge whether or 
not there is adequate staff at each of these health facilities around 
the country to respond to a crisis. 

Now, as we prepare, assess our preparedness for a pandemic, I 
will ask you, how many of the health facilities that I know you can 
document have adequate staff to meet such a need? 

Mr. Leavitt. We actually had an opportunity to see that system 
tested with Katrina. We were very quickly able to identify many 
thousands of beds in that region, and we were able to track lit- 
erally on a day-to-bay basis how many of the beds were occupied 
and how many had capacity. 

Our ability to track those — the staffing requirements for them 
was less exact, though it improved as time went on. We actually 
established a command center where we were able to deploy var- 
ious components of volunteers from one place in the country to an- 
other to be able to assist in getting giving respite. 

Mrs. Capps. Could I ask you the question then, are we ade- 
quately staffed to meet a pandemic at the various facilities now 
around the country? 

Mr. Leavitt. The difficulty in a pandemic is people would not be 
as anxious to go from one part of the country 

Mrs. Capps. Right. So I assume your answer is, no. 

Mr. Leavitt. Well, I think it would be different from one area 
to the other. 

Mrs. Capps. And this is the fact that was made known by the 
American College of Healthcare Executives in October of 2004 
when they reported that 72 percent of the hospitals in this country 
are experiencing a nursing shortage. I am using nurses as an ex- 
ample of health care workers, one of the largest numbers in any 
community. If we are even close to that number, we are a long way 
off from being prepared to respond. 

Now, I want to talk about nursing recruitment and education. 
We are currently spending about $150 million. I don’t believe that 
is enough to address the shortage that we have to meet our needs 
today. Current funding levels fail to meet the growing need for 
nurses. In fiscal year 2004, HRSA was forced to turn away 82 per- 
cent of the applicants for the Nurse Education Loan Repayment 
Program and 98 percent of the applicants for the Nurse Scholar- 
ship Program due to lack of adequate funding within this part of 
our Federal Government. And in 1974, which was our last serious 
nursing shortage. Congress appropriated in today’s dollars $592 
million, approximately four times what we are spending now. 



50 


It is not if we are going to have a pandemic; it is when. We don’t 
know the particular strain, but we do know who we need to have 
in the front lines in every community to respond to this need. So 
I am asking if you would support a substantial increase in nurse 
education funding? 

Mr. Leavitt. The need for more nurses is well documented. 

Mrs. Capps. Could you support an increase in funding? 

Mr. Leavitt. Well, in the context of large budgets, obviously, 
there is a need for more nurses. I am not in a position 

Mrs. Capps. But we have seen budget cuts in this particular 
area. Is that an adequate — is that the kind of response that our 
country needs to see from the Congress? 

Mr. Leavitt. Well, the need for more nurses is easily docu- 
mented, and 

Mrs. Capps. And I am assuming that because it is well docu- 
mented — this is one thing that is documented — that I can count on 
your support for increasing — I am saying now to the panel 

Mr. Leavitt. Well, you can count on my enthusiasm 

Mrs. Capps. Enthusiasm and support are very different things. 

Mr. Leavitt. Obviously, we are dealing with specific budget pro- 
posals that will need to be made, and I am not in a position to say 
I will support 

Mrs. Capps. You do acknowledge that we have a shortage. 

Mr. Leavitt. I do. 

Mrs. Capps. Thank you. 

I have another topic that I would like to bring up. The President 
has submitted legislation that would give manufacturers of a pan- 
demic flu vaccine liability protection. However, the administration 
has not supported any mechanism for meaningful compensation for 
people who are injured by the vaccine. The last time the President 
called for mass vaccinations — I know because I got one — was when 
the administration launched a smallpox immunization program. 
This program was an almost total failure. And I am generalizing 
from this experience to something we might expect in the future. 
The heroic first responders being asked to risk their health for 
their country were not being given any assurance that they or their 
families would be taken care of in the case of an adverse effect. 
They didn’t sign up as a result, and they refused to be vaccinated. 
We can’t afford to have that happen in a pandemic flu. 

Given that so much less is known about a pandemic flu vaccine, 
the risks are even higher for our first responders — I am speaking 
now of the people who will man the health facilities around the 
country who would also be at risk of exposure. We clearly need to 
compensate first responders if they are harmed when doing what 
we ask of them. 

And with regards to vaccine injuries, one effective model of com- 
pensation is the Vaccine Injury Compensation Program for Child- 
hood Vaccines. This is something that exists. This is a no-fault ap- 
proach which allows people injured by vaccines to receive com- 
pensation. I am asking, will this administration support a com- 
pensation program that gives fair compensation to people who may 
be injured by a pandemic flu vaccine? 
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Mr. Leavitt. The proposal, as it currently exists, deals with the 
liability. I feel confident that the compensation issue will continue 
to he a matter of 

Mrs. Capps. Could I get — I think I also may he entitled to an 
extra minute I since I didn’t give an opening statement. 

Mr. Deal [presiding]. He says you have already heen given that. 

Mrs. Capps. Well, I feel like this is very essential to moving any 
kind of program — if we are going to put a lot of money toward de- 
veloping vaccines, we certainly must be thinking about the ways in 
which it is going to be delivered, and that includes not only liability 
to the companies that make it but also compensation for risks that 
are undertaken by those given it. And I would like to have a writ- 
ten response from you as to what we might expect from the admin- 
istration. If this is a plan in process, this plan that you are here 
to explain, I certainly believe that one essential ingredient to it 
needs to be a compensation plan. 

Mr. Leavitt. Thank you. 

Mr. Deal. The gentlelady’s time is expired. 

Mr. Ferguson. 

Mr. Ferguson. Thank you, Mr. Chairman. 

I thank, again, the Secretary and your colleagues for being here 
again today. This is a very tough, complex issue, and you know it 
better than anybody. And it is going to really require an enormous 
amount of work on all of our part. You have a huge responsibility. 
We have a responsibility to work with you on this, and I very much 
appreciate your and the administration’s willingness to take this on 
because it is so crucially important. 

If you will forgive me, I would like to use my time to make a few 
points. I do have a question when I get to the end of that, but I 
want to make several points that I think are important to make. 
And since we had limited opening statements, I just want to get 
a couple other things on the table. 

Mr. Leavitt. I will just sit back and enjoy it. 

Mr. Ferguson. Thank you, I hope you do. 

Earlier, someone was asking you about the acceleration or devel- 
opment of the cell culture technology and how long it would take. 
You had said 3 to 5 years. That is the kind of timeline that we are 
dealing with. So, obviously, we are talking — the plan calls for mak- 
ing a lot of investments in the new technology to get vaccines in 
the pipeline, to get them available and to mass produce them as 
is going to be necessary. Given this extended time line that I think 
we are acknowledging is a part of developing a vaccine, the plan 
also calls for, I think, a billion dollars or a billion and a half, I 
think, for stockpiling of antivirals. We talked about Tamifiu. We 
talked about the role of antivirals. The plan that the administra- 
tion put forward said that vaccines and antivirals, quote, have the 
potential to significantly reduce morbidity and mortality during a 
pandemic, unquote; and, quote, may also limit viral spread. 

I think we all understand that there is no silver bullet in this. 
I think we all understand that Tamifiu has some limitations, as 
Dr. Fauci talked about before, but also something that everybody 
acknowledges, it is the best thing out there. Given some limited op- 
tions, it is the best thing we have going for us right now. And when 
we are talking about 3 to 5 years of technology that is going to en- 
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able us get to a vaccine, and when we are talking about, you know, 
the pandemic plan states that vaccines and antivirals are going to 
be in short supply in the event of a pandemic, it states that a pan- 
demic vaccine can only be made once that pandemic virus is identi- 
fied. That could take 6 months or more. Assuming that the capacity 
for large-scale production of a vaccine is already available, it could 
take 6 months or more once the pandemic hits for us to develop the 
vaccine and then mass produce it. We are talking about a lot of 
lives, and I am not telling you anything you don’t already know. 
It just seems to me antivirals are a crucial tool in preventing the 
spread of this virus and treating patients during the course of the 
pandemic. 

I am sure — I would imagine you saw this op-ed in the Wash- 
ington Post. It may have been yesterday. I know it was the last 
couple of days. Sebastian Mallaby — I don’t know who this col- 
umnist is. I don’t know his background or if it is a man or woman 
even. I don’t know anything about this columnist. Maybe you do. 
And I am going to quote extensively from this column. It says, I 
quote, the United States has failed to get in line early. It has been 
weeks since panicky soccer dads began stockpiling Tamiflu, but the 
government has so far ordered enough of the drug and a similar 
medicine, Relenza, to cover just 1.5 percent of the population. Last 
week’s Avian Flu blueprint from the Bush Administration belatedly 
proposed to procure treatment courses for 75 million Americans. 
Congress has yet to come up with the money, and the plan as- 
sumes that the State and local governments will contribute $510 
million to the procurement effort. The scope for argument and 
delay seems endless. Meanwhile, and indeed for the next several 
months, the United States will have no significant stockpiles of 
Tamiflu. If the Feds and the States resolve their burden sharing 
arguments quickly, the earliest conceivable point at which the Na- 
tion may have stockpiles equivalent to that of Britain or France ap- 
pears to be mid 2007. In terms of getting access to Tamiflu, the 
United States has been a failure. 

I want to get your response to that because I don’t know — I want 
to know if that is fair. But also, very quickly, I want to say some 
have suggested, even today, I think my friend, Mr. Allen, suggested 
that just stealing the patent from a company is a good idea, as 
some other countries have suggested we do. Clearly, that may be 
a decent short-term solution, but it is a terrible long-term solution. 
It gives no incentive for anybody to research these problems and 
to look to the future. We are shooting ourselves in the foot if we 
are going to start stealing folks’ patents in the interest of short- 
term puWic health. Clearly, if we have a long-term strategy, if we 
are using real forethought, we don’t need to steal anybody’s pat- 
ents; we can work with the private sector to make sure that these 
great products that they are investing in and developing are avail- 
able on a broad scale. So I would love to get your reaction to that, 
to be fair. 

Mr. Leavitt. First, those who have — some of our friends in other 
nations have ordered large stockpiles. They haven’t got them. They 
have just ordered them. We are in a similar situation in that we 
started ordering Tamiflu before anybody. In December of 2003 and 
2004, we started stockpiling it. 
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I have been assured by those who make it that we will have a 
sufficient supply of Tamiflu. This is a place where our rhetoric 
needs to inspire preparation and not panic. 

Now, with respect to other antivirals, of the $1.4 billion you see 
in this budget, $400 million of it is for the development of new 
antivirals and improved antivirals that could be more specifically 
oriented at the virus we end up dealing with. No one is going to 
develop a new antiviral if they know that we are just going to take 
their patent and start producing it otherwise. That is a very impor- 
tant part of this, is maintaining the integrity of that intellectual 
property. 

Mr. Deal. The gentleman’s time is expired. 

Mr. Markey, I believe you wish to be recognized at this time. 

Mr. Markey. Yes, thank you, Mr. Chairman. 

First of all, Mr. Secretary, congratulations on the program, and 
it is a tremendous advance of where we have been. And I congratu- 
late you for that. 

Again, a couple of questions that were — you know, there are, in 
my opinion, some gaps. I remember in the i950’s how reluctant my 
mother was to have me take that first polio vaccine shot. And I re- 
member the conversation she had with Sister Superior where Sis- 
ter was assuring my mother that it was safe. And my mother said, 
how do you know. Sister. And she said, well, the experts tell me. 
And I am sure that conversation goes on all over the country, not 
so much for the nurses or the doctors, but for their children, you 
know, what impact will it have upon their kids. 

So we have a situation here where there is already in place — and 
Mrs. Capps has already referred to it — a program for childhood 
vaccination compensation. This program would not have a com- 
pensation program for our children, for our families if something 
went wrong with the vaccination in terms of its impact on family 
members. And so while this other program is universally acclaimed 
as a success, the Child Vaccination Fund, here we are going to 
have a gap on something that is probably considered by parents to 
be even more problematic; that is, with the measles, the mumps 
and rubella, they probably figured, well, most of that has been 
worked out. They figured that out. Here is something that is going 
to be brand new. 

So, Mr. Secretary, how can we work together to have a com- 
pensation fund here? Because I am afraid that you will have hun- 
dreds of thousands and maybe millions of parents who are going 
to say, I am going to wait for the first year or so for my kid because 
I don’t want to run the risk. Can’t we figure out some way of hav- 
ing a compensation fund so that the family will at least know that 
they will have something there to rely upon that will help their 
family toward something that they don’t want to occur but would 
consider because the government was urging them to take this 
drug that didn’t have the full FDA approval process? 

Mr. Leavitt. The proposal, as it is currently advanced, is for li- 
ability only. 

Mr. Markey. Liability for the manufacturer. 

Mr. Leavitt. And your conversation and others make clear that 
the need for a compensation fund is a discussion that will continue 
and, I feel, will be an active conversation. 
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Mr. Markey. An active — I am sorry. 

Mr. Leavitt. An active 

Mr. Markey. An active conversation. And do you think it will 
bear fruit in the end in terms of putting together a fund? 

Mr. Leavitt. I know it will be a conversation that we will engage 
in, and we look forward to a conversation on it. 

Mr. Markey. Well, I urge you, Mr. Secretary, just from my own 
personal family history. My mother was convinced that if every 
other kid in the school was inoculated, that there was no one from 
whom my brothers and I could catch it. And she made that point 
to Sister Superior, which was not welcomed, and she was essen- 
tially sitting in your chair to try and convince my mother, which 
she did, but reluctantly. 

On the issue of Indonesia’s 2-year lapse in notifying the WHO 
that the Avian Flu had already hit their country, it seems to me 
that it goes hand and glove with their membership in the World 
Trade Organization. That is, as we are trying to speed up trade, 
travel, tourism, which is an American interest, you also have these 
concomitant responsibilities on the part of these countries that 
then get the benefits of the World Trade Organization to realize 
that is how disease is going to be spread. And to hide it for a cou- 
ple of years actually makes a mockery of the World Trade Organi- 
zation membership. 

So I was just wondering, Mr. Secretary, if we could talk about 
having penalties in the World Trade Organization that harm coun- 
tries, that penalize countries who don’t comply with WHO require- 
ments, that they immediately notify that there is a pandemic dis- 
ease that could affect other countries in the world. Do you believe 
that that kind of a linkage makes any sense? 

Mr. Leavitt. I have met with heads of state and with health 
ministers all over the world, and I know there is a great concern. 
And this is a matter of terrific priority. And I know the State De- 
partment is working directly in ways to assure through the part- 
nership that there is cooperation and transparency. 

I will tell you that that, having walked through wet markets and 
sat down on the edge of a bench with farmers in Southeast Asia, 
my biggest concern isn’t what will happen at the national govern- 
ment level. My biggest worry is the cross pressures that are felt by 
farmers in small Southeast Asian countries who depend on it for 
their protein and their livelihood. 

I mentioned earlier, one health minister told me that, last year, 
they had 14,000 deaths from rabies, something we don’t ever see 
or rarely see, I should say, in the United States. I worry that that 
farmer, if he sees 4 or 5 dead chickens, isn’t going to be nearly as 
concerned as that farmer needs to be, and our effort needs to be 
to create an ethic that goes very deep in those nations. 

Mr. Markey. My only point is that the only way to create that 
ethic is to let the government know there is going to be an eco- 
nomic penalty at the World Trade Organization, and then they 
have higher incentives to make sure they have a more intrusive, 
enforceable regime within their own countries. And without that 
linkage, I am afraid too many countries will just turn a blind eye. 
But anyway, I thank you for your good work, and I thank all of 
the people who you are working with. 
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Mr. Deal. The gentleman’s time is expired. 

Mr. Shadegg, you are next. 

Mr. Shadegg. Thank you, Mr. Chairman. 

And welcome, Mr. Secretary. I would like to go over the numbers. 
I have actually gotten separate reports regarding the $7.1 billion. 
From my understanding of your testimony here today, that being 
that this is a $7.1 billion emergency appropriation, it is correct that 
we will be appropriating that entire amount this fiscal year; is that 
correct? 

Mr. Leavitt. You would be authorizing that amount this year 
and appropriating, yes. 

Mr. Shadegg. Authorizing and appropriating. 

Mr. Leavitt. It would actually be used in over 3 years, but you 
would be authorizing and appropriating it this year. 

Mr. Shadegg. So the authorization 

Mr. Leavitt. You are appropriating this year. 

Mr. Shadegg. So we would be appropriating the $7.1 billion this 
year. Can you explain to me, just because I need to communicate 
to my constituents, in the given fiscal climate we are in, why that 
full sum is needed this year if it is going to be spent over a period 
of 3 years? 

Mr. Leavitt. Congressman, we are asking vaccine manufacturers 
to step up with substantial capital of their own, to put substantial 
intellectual property on the table and to redirect many of their 
open priorities. They are simply not going to be willing to do that 
unless it is very clear that the United States government has skin 
in the game and is prepared to respond and can be counted on to 
respond. And the way that certainty is created is if we appropriate 
the money. 

Mr. Shadegg. And so what you are saying is that they will not 
do the research necessary or the production necessary to have 
these vaccines available if this money isn’t put up in a single lump 
sum this year. 

Mr. Leavitt. It is my judgment that their investment will not be 
forthcoming unless ours is. 

Mr. Shadegg. How much of that is related to their concern 
about, if any, about future liability? That is to say, if they were as- 
sured that there were no liability at stake, that there was a plan 
or that people given this vaccine would be part of a compensation 
plan so that these manufacturers wouldn’t be at risk, would that 
change the numbers at all? 

Mr. Leavitt. I have met with each of the manufactures individ- 
ually, and then the President and I met with them collectively. 
Each of those conversations have made clear to me that there are 
three prerequisites to our success: The first is the liability compo- 
nent. They need to be relieved that their stockholders could be im- 
periled by rushing some kind of vaccine to market and then having 
to bear the financial burden of that, and there is good reason for 
their concern. 

The second is, they need to know that there is a market for the 
product that is produced, not just this year but on an ongoing 
basis, because we are asking them to put capital up and intellec- 
tual property and to give up other opportunities. That is where our 
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work with the annual flu comes in, to be able to keep that capacity 
going. 

And the third is, they need to have a streamlined regulatory en- 
vironment in order to meet the deadlines that we are putting for- 
ward to create this vaccine fast enough. We can meet all three, but 
we need to meet all three if we are to meet our objectives. 

Mr. Shadegg. And the $7.1 billion figure is simply one of the 
three, I take it? That is to say 

Mr. Leavitt. That is right 

Mr. Shadegg. The liability piece doesn’t produce the number, to 
answer my question. 

Mr. Leavitt. It is essentially knowing there is a market for it 
and that the United States government is going to be there with 
certainty. 

Mr. Shadegg. Let me ask a separate question. I think that all 
Americans are concerned about the ability of the government — par- 
ticularly the Federal Government — to step into these situations 
and solve the problems. Katrina, I think, demonstrated that. Cer- 
tainly FEMA, as its currently structured, cannot succeed on its 
own. It requires the effort of State and local governments. And it 
requires them to have planned and been prepared to do their job 
so that if they are not prepared and if they have not put plans in 
place and if they don’t have the proper personnel and the proper 
training in place, FEMA can’t succeed on its own. Indeed, one 
would argue it is not equipped to do that mission. 

What have you done or what are you doing kind of in layman’s 
terms for me to give to my constituents to assure that in a worst- 
case scenario the preplanning has been done not just by Federal of- 
ficials, but the initial steps toward coordination for State and local 
officials to do their jobs has been done? 

Mr. Leavitt. Within a matter of weeks, we will have in Wash- 
ington the first of what will be many meetings with State and local 
officials to begin planning and coordinating the integration of these 
plans. That will include not just meetings in Washington, but we 
intend to take teams from CDC and NIH and from HHS into the 
States to say, here, let us help educate not just your public health 
officials — frankly, public health officials get this — it is being able to 
communicate to the county commissioner and to the city council- 
men why this ought to be a priority, why they ought to be worried 
about preparedness and not just a swimming pool. Because until 
they understand why we are concerned about this, they are not 
likely to act. Part of that will need to be a template, saying, here 
is what a prepared community looks like, and here is a way that 
you can evaluate yourself so that a citizen in a local community 
can say, my government is prepared because they meet this cri- 
teria. That will take time to put into place, but it is clearly part 
of the plan and an essential part of the victory. 

Mr. Shadegg. I thank you and your colleagues. 

My time is expired. 

I actually have a comment. I think we have seen in these last 
hurricanes how some communities are prepared, and some aren’t. 
I think in your planning, you need to think through whether or not 
you warn Members of Congress that their State and local officials 
aren’t ready where you have detected, or you warn the local popu- 
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lation that their State and local officials aren’t ready. Because in 
most instances, in these hurricanes, the State and local officials 
were ready, but sadly, in some other instances they weren’t, with 
tragic consequences. 

Mr. Deal. The gentleman’s time is expired. 

We do have votes on the floor at this point, four I understand, 
and we will return as soon as those votes are completed, and we 
will complete the questioning by members at that time. So we will 
stand in recess pending the completion of the floor votes. 

[Whereupon, at 12:35p.m., the committee recessed, to reconvene 
at 1:30 p.m., the same day.] 

Mr. Deal. The committee hearing will come back to order. We 
will have members, I am sure, who will return, but since we have 
some who are here who have not asked questions, we will proceed 
with them. 

Mr. Gonzalez, I believe you would be next. 

Mr. Gonzalez. Thank you very much, Mr. Chairman. 

First of all, to Secretary Leavitt and Dr. Gerberding, I want to 
say thank you so much for coming to San Antonio during the time 
that we were welcoming the evacuees as a result of Hurricane 
Katrina. You all were absolutely wonderful. I know the community 
really, really appreciated it. 

I want to start off by reading from the last page of. The Great 
Influenza: So the final lesson, a simple one yet one most difficult 
to execute, is that those who occupy positions of authority must 
lessen the panic that can alienate all within a society. Society can- 
not function if it is every man for himself, by definition civilization 
cannot survive that. Those in authority must retain the public’s 
trust. The way to do that is to distort nothing, to put the best face 
on nothing, to try to manipulate no one. Lincoln said that first and 
best. 

So the challenge is great for us, but we have great examples 
throughout history that we can follow. My question really is based 
on information that actually has appeared in editorial pages of the 
San Antonio Express News as well as from our metropolitan health 
director and so on. The first thing is the difference, of course — and 
I know this sounds so elementary, but to get it straight, obviously, 
if we are looking at vaccine, that is immunization. That is preven- 
tion. If we are looking at antiviral, that is treatment after the fact. 
What this plan proposes, my understanding, is from the time that 
there is an emergence — and let’s just talk about the Avian Flu — 
an emergence of that, that within 6 months somewhere down the 
line — and I am going to piggy-back on what Mr. Ferguson stated 
earlier, it is a little different take on it — that within 6 months, we 
would be able to immunize. We would be able to vaccinate the en- 
tire population of the United States. And this is something that ap- 
peared in a recent column in the San Antonio Express News. And 
the interview was with our metropolitan health director. And I am 
just trying to understand how you produce and manufacture a vac- 
cine. And it says vaccine production cannot begin until the mutant 
viral strain is isolated, and then it will take 6 to 9 months to con- 
ventionally produce the first vaccines. There may also be other 
complications to producing the tens of millions of doses needed. 
Just acquiring the chick embryos needed to produce the vaccines 
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needed will be a real challenge, the doctor observed, and then there 
is a good possibility that this virus could kill the embryos. Bird flu, 
after all, kills chickens. 

And I was just thinking this in terms, logically speaking, your 
own interpretation of that, whether that is a valid concern that Dr. 
Guerra has there in San Antonio. 

The second part of my question will go to — my understanding 
this whole plan, as important a role as you have, Mr. Secretary, 
and your department, really is going to be under the charge and 
responsibility of Homeland Security. And do you see any problems 
with that? And I know there are some strengths to it, but our expe- 
rience with FEMA coming under the umbrella with Homeland Se- 
curity has not been a good experience. And I am just wondering 
what your department, what you would be doing under the worst- 
case scenario, in other words, what are the minuses to that par- 
ticular arrangement if, in fact, I am correct in assuming that this 
Department of Homeland Security will be first and foremost in 
charge? 

Mr. Leavitt. I will ask Dr. Fauci to answer the matter related 
to the vaccines, and then I will deal with the second question. 

Mr. Fauci. One of the advantages of a new technique called re- 
verse genetics, which is the way we isolated and made the seed 
virus for the current H5N1 vaccine, is that you can actually selec- 
tively pull out the various genes that you want from the viruses 
so that you could make your vaccine, is that you can actually cut- 
off, molecularly, the component of the virus that would kill the 
eggs, the virulent component that would kill it. 

So you might have a broader problem theoretically that viruses 
would kill all the chickens so you wouldn’t have the chickens to lay 
the eggs, but once you have the eggs, you could cleave out that vir- 
ulent part of the virus that would actually destroy your eggs. 

Mr. Leavitt. With respect to your second question, once a trig- 
gering event has occurred — and we define that in our doctrine in 
the plan as sustained person-to-person transmission of the dis- 
ease — the National Response Plan will be triggered. Under the Na- 
tional Response Plan, the Secretary of Health and Human Services, 
under ESF-8, has responsibility for medical and public health 
issues, which would be the vast majority of the issues related to 
a pandemic. The Department of Homeland Security would then be 
the coordinator between HHS and other national departments — na- 
tional government departments, that is to say, the Department of 
Transportation, Department of Defense, Department of State and 
so forth. They act as a coordinator, but quite specifically, under the 
National Response Plan, the Secretary of Health and Human Serv- 
ices has responsibility for public health and medical issues. 

I will tell you that my biggest concern isn’t the coordination 
among the Federal agencies, though I believe we have a long ways 
to go before we have perfected that. My biggest concern is the co- 
ordination between HHS and other Federal departments and State 
and local governments. Our plans need to be integrated. A pan- 
demic unique to all natural disasters will need to be managed at 
the State and local level. You don’t want the Secretary of Health 
and Human Services deciding whether the schools in San Antonio, 
Texas, are open. You don’t want the Secretary of Health and 
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Human Services trying to make a decision on whether a parade 
ought to be held or not. Those are calls that the State and local 
officials need to make. That is the reason we will spend a lot of our 
time over the next several months meeting with State and local of- 
ficials, connecting them with their own health departments. Be- 
cause the health people get this, it is the need for us to energize 
the State and local officials to understand the nature of the plan- 
ning that needs to occur at all levels in society. 

Mr. Gonzalez. Yes, sir. 

Mr. Deal. Secretary Leavitt needs to be out of here by 2 p.m., 
so the time is expired. 

And if you don’t mind, I am going to have to call the time, and 
we will try to try to move along so we can accommodate the sched- 
ule we promised we would try to adhere to. 

Dr. Burgess, you would be next. 

Mr. Burgess. Thank you, Mr. Chairman. 

And again, thank you all for being with us yet one more time 
this morning. 

Mr. Secretary, as I understand, the cost — when the President 
talked about it a week ago today, that this cost will actually be 
over a 3-year timeframe, but the authorization, the appropriation 
Chairman Lewis introduced last night, will be for this fiscal year. 
Is there no money in the Bioshield project that we passed 2 years 
ago, or is there no money in HHS? Or Homeland Security to deal 
with an outbreak of illness, such as this, where those — the Chair- 
man talked about offsetting funds; is there any opportunity there? 

Mr. Leavitt. I will ask Dr. Raub to answer that question specifi- 
cally, and then I would like to comment on one point. 

Dr. Raub. On the Bioshield, you may recall the appropriation 
was laid out over a 10-year period, with a plan for various incre- 
mental availability of those funds over that time. The concern from 
the administration’s perspective is we gave a very strong signal to 
the industry, especially those involved in developing drugs and vac- 
cines and other medical countermeasures, that this was part of 
that certainty and stability for planning 

Mr. Burgess. And I do understand that, I don’t want to inter- 
rupt you, but time is short. 

Dr. Raub. And doing that prior commitment. 

Mr. Burgess. And I realize that we need to make the commit- 
ment to the manufacturers, but going forward over time, are there 
perhaps places where we can offset that? 

And actually, if you don’t mind, I am going to ask you to get back 
to us with a written response to that. 

Mr. Secretary, let me ask you, too. We have talked a lot about 
Tamiflu and Relenza this morning, are there newer antivirals out 
there in the pipeline that may come into play in the next year, 2 
or 3? 

Mr. Leavitt. Yes. And we have included $400 million for their 
development to bring them to the point of manufacturer. 

Mr. Burgess. One of the older antivirals. Amantadine, which 
was introduced back in the 1980’s, my understanding is that has 
been used extensively in bird populations to prevent an outbreak 
of influenza in bird populations. Is that one of the reasons that 
Amantadine is no longer useful as an antiviral for the H5N1 virus? 
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Mr. Leavitt. The short answer is, yes. The long answer can come 
from Dr. Fauci. 

Mr. Burgess. But before we get to the long answer, let me ask 
a question. Is there a danger inherent in allowing other countries 
to produce the antivirals? If they are not produced to exacting 
standards, do we run the risk of creating viruses that then are 
more resistant to our stockpiles of antivirals? 

Mr. Leavitt. Short answer is uncertain. The long answer comes 
from Dr. Fauci. 

Mr. Burgess. Mayhe we better have the long answer to that one. 

Mr. Fauci. I will give you the short answer to the long answer. 

The fact is that the use of any antiviral like Amantadine in try- 
ing to prevent infections in chickens almost certainly contributed to 
the resistance of the H5N1 that we currently have to Amantadine 
or Ramantadine, not certainly the only factor, but certainly that is 
a well known factor that when you feed it to chickens, that is the 
first thing. 

With regard to the resistance, there are evolving forms of the 
H5N1, and there are a couple of different subspecies, as it were, 
not all of which were resistant to Amantadine. But the reason for 
the Amantadine resistance that we saw in our hands for the H5N1 
that we isolated was multifactorial. One important factor was that 
you gave it to the chickens inappropriately. 

And when you make an antiviral, you are concerned, I believe. 
Dr. Burgess, if you make it by a company that doesn’t make it very 
well, you may make a weakened form of it. That is certainly theo- 
retically possible that if you don’t have the right strength, for ex- 
ample, you could wind up undertreating and then selecting for re- 
sistance. That is not something that I would specifically worry 
about as my high priority, though. 

Mr. Burgess. In the pandemic plan, in chapter S-5 on page 7, 
we talked about the reverse transcriptase polymerase chain reac- 
tion for identifying the virus, but that only being available in State 
health departments and the CDC. I would like — it was referenced 
earlier today, and I would like Mr. Chairman to introduce this for 
the record, a newer rapid test that is now talked about, and just 
underscore that the quicker we can get this type of technology in 
people’s hands who are in the field, I think that is going to be a 
big part of our overall preparedness. 

I guess, Mr. Secretary, in the 10 seconds that are left, where can 
we get the maximum bang for our buck in liability reform in vac- 
cines? 

Mr. Leavitt. I don’t mean to wast your 10 seconds, but I’m not 
sure I understand your question. 

Mr. Burgess. Well, if we are going to go with liability reform or 
if we are going to include liability reform as part of this as we go 
forward, what type of liability reform do we need? Where would we 
get the maximum impact to get manufacturers of vaccines back in 
this country in a meaningful way? 

Mr. Leavitt. Well, we need to have a statutory — the capacity for 
the Secretary to provide a statutory shield to liability to the manu- 
facturer. 

Mr. Deal. The gentleman’s time is expired. 

Mr. Burgess. I thank the Chair for his indulgence. 
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Mr. Deal. Mr. Stupak, you are next. 

Mr. Stupak. Thank you, Mr. Chairman. I thank the witnesses 
for being here today. 

With the traditional flu, it seems like the victims are the young 
or the old or those with a low immune system. In the pandemic of 
1918, the victims there were usually young people who were pre- 
viously healthy. Have you developed what kind of attack is going 
to he — what subgroup of our population is going to be vulnerable 
to this H5N1 virus? 

Mr. Leavitt. Dr. Gerberding? 

Ms. Gerberding. It is not predictable. And what we have seen 
in Asia so far is that there is a disproportion affliction of young 
healthy people, but part of that is because those are the people who 
have the most contact with the sick chickens. And that is the pri- 
mary mode of transmission right now. But you can’t the say for 
sure. 

Mr. Stupak. Okay. The H5N1 virus, when it hits, like other 
pandemics, it will come in waves, will it not? You will have the 
H5N1 virus, and then maybe a couple months later, you will get 
a new viral subtype that could come off from this; is that correct? 

Mr. Leavitt. Dr. Fauci. 

Mr. Fauci. Not necessarily. That is what happened in 1918. But 
as Dr. Gerberding said about lack of predictability, you really can’t 
predict. You can have it in one blast or you can have 

Mr. Stupak. Are we seeing any subtype yet? 

Mr. Fauci. There are more than one H5N1; it is evolving. If you 
look at the one we isolated a year and a half ago in 2004 and the 
one that is now spreading in some of the chicken flocks 

Mr. Stupak. It is completely different. 

Mr. Fauci. Not completely different, but it is an evolved virus. 

Mr. Stupak. If there is going to be like these different waves, 
when we talked a lot about personal responsibility and being ready 
in 72 hours, that wouldn’t really work if we are going to have wave 
after wave of this stuff coming through an area; is that correct? 

Mr. Leavitt. It is. As we study the pandemic of 1918, it is clear 
that there are waves, and it will affect different communities at dif- 
ferent times, and it is possible that it would affect one community 
at a different time. 

But in terms of the capacity for public health officials to manage 
in that community, it is likely that many communities could go 
through a period where those traditional public health tools would 
be used, one of which could be restriction of movement under cer- 
tain circumstances. 

Mr. Stupak. Let me ask you this, it is my understanding your 
short-term strategy on the vaccine, it is the H5N1 vaccine; you are 
producing that now. And if I heard Dr. Fauci testify earlier — I 
thought you said that you don’t know if it will work once it mutates 
from human to human; is that correct? 

Mr. Leavitt. We know that the virus will mutate. We know that 
means that the vaccine that we are creating now will not be of opti- 
mal effectiveness, but it will be the best we have, and it will allow 
us to give at least first responders 
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Mr. Stupak. So then I take it the vaccine we have now has been 
not been tested for efficacy but probably more for safety and only 
on small population groups. 

Mr. Leavitt. Dr. Fauci should respond to that. 

Mr. Fauci. Since there is no flu around that you can test it for 
its clinic efficacy, the parameter of efficacy is, if it induces an im- 
mune response, the characteristic of which would be predictive of 
protection, and the answer to the question then is, yes, it has in- 
duced an immune response that would be predictive of protection. 

Mr. Stupak. In what kind of a population? From children to 
older adults? 

Mr. Fauci. Right now — that is a good question. We tested it in 
healthy young adults less than 64 years old. We are currently test- 
ing it in individuals older than 65, and in December, we will start 
it in children. 

Mr. Stupak. What is the number of people you need to have a 
long-term study? Will it be based on number, or are you going to 
base it upon the vaccine and different strains you get out of it? 

Mr. Fauci. It is statistically significant — since this is considered 
by the FDA as a strain change with many of the characteristics of 
the seasonal flu that we look at every year, there are many similar- 
ities, the numbers that are in the trial now are about 450 per 
phase or stage of trial. 

Mr. Stupak. Mr. Secretary, you said your concern is liability, ca- 
pacity and streamlined regulations. On liability, we already have 
a Vaccineinjury Compensation Fund; do we not? 

Mr. Leavitt. This is part of the ongoing conversation as to 
whether or not it is liability and compensation, and that is in fact 
an ongoing conversation. 

Mr. Stupak. But other vaccines, we put them under the Vaccine 
Injury Compensation Fund, why not this one? Why do we have to 
have some special deal? We didn’t do it with Cipro when the An- 
thrax scare was here? 

Mr. Leavitt. You mean on liability? 

Mr. Stupak. Yes. 

Mr. Leavitt. Well, I think the idea is to provide in some fashion 
a capacity of the Secretary to grant that 

Mr. Stupak. Why do you need it if we already have a compensa- 
tion fund? 

Mr. Leavitt. Apparently, the statute does not extend far enough 
that I have the authority to do it, and it requires a statutory exten- 
sion. 

Mr. Deal. The gentleman’s time is expired. 

Ms. Blackburn, you are next. 

Mrs. Blackburn. Thank you, Mr. Chairman. And thank you all 
for your time and for being here with us today. 

I have got just a couple of questions that I wanted to kind of see 
where you were. In listening to your responses today from all of 
you, it seems like that if we were to have a pandemic, that one of 
the things that we will be addressed with is individuals figuring 
out if they have the Avian Flu or another flu and being able to de- 
cide who actually is infected and who is not. Therefore, you could 
separate your population if there was a quarantine needed or if you 
needed specific treatment in some way. 
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And I had read in your testimony where you said that 48 State 
and local public health departments had received the PCR training, 
real time PCR training to detect its H5N1-7 subtypes of flu; am I 
correct on that? 

Mr. Leavitt. Dr. Gerberding would be a better authority on that. 

Ms. Gerberding. We can give you the geographic distribution of 
the capabilities by laboratory response network laboratory, but in 
general, that is correct. 

Mrs. Blackburn. But you have that testing — what I am trying 
to get at here is this: Do you have a test or a technolo^ that can 
go in, that is going to be readily available that these individuals 
can administer and you can quickly divide your population as to 
who has the flu and who does not have the flu so that you know 
what universe of patients that you are dealing with? Do you have 
that technology or that test available, and are people instructed on 
how to use this and how to follow through? 

Ms. Gerberding. The clinicians and public health workers are 
including these specific issues in their plans; this is part of the 
guidance that is included in the department’s plan that was put 
forward. But the short answer is, we do not need to rely on a spe- 
cific H5 test in order to be able to do it under real live cir- 
cumstances. Once we know we have H5 in the community, the deci- 
sions will be based on other grounds, not on a specific case-contact 
basis. 

Mrs. Blackburn. Okay. So you are telling me you do not have 
a specific test. 

Ms. Gerberding. We do have a specific test, but we would not 
need to use it on a person-to-person basis. 

Mrs. Blackburn. Okay. Just in identifying the community where 
the flu is present. 

Ms. Gerberding. There are many clinical situations where we 
would want to know specifically what we are dealing with, so it is 
hard to give you a concise answer. It is a very situational problem. 

Mrs. Blackburn. Okay. Thank you. 

Mr. Leavitt, I want to come back to the affordability of the plan. 
I know that the budget for HHS this year, your mandatory spend- 
ing is $584.4, and you have got $67.9, and then next year we are 
approving $672.5 billion, and your discretionary is $67.1. In all this 
money, are you telling me you can’t find a way to help divide this 
expense out and focus on a part of this? Because we have got $2.8 
billion for the cell culture technology, which I agree with you is a 
good thing to move forward on, but in all of your budget, can you 
not prioritize? Can your department not look for some savings and 
some efficiencies this year and next year and come up with this 
money so that we are not asking the taxpayer for another $7 billion 
dollars? Frankly, my constituents have just about had it with the 
one more thing and the one more thing and the one more thing. 
I had a constituent say, instead of nickel and diming me to death, 
I feel like you guys are billion dollaring us to death. So are there 
savings there? Is there a way that you can afford this within your 
structure? 

Mr. Leavitt. As you pointed out, the great share of the HHS 
budget is tied up into programs that involve entitlements. The dis- 
cretionary portion of our budget, which is around 10 percent of it. 



64 


is tied to other priorities that the Congress thought were of suffi- 
cient importance that they appropriated them. I recognize the ten- 
sion that is involved here, particularly when you are moving for- 
ward with a substantial supplemental, and we are prepared to 

Mrs. Blackburn. So you have nowhere you can find a savings? 

Mr. Leavitt. Well, the President has proposed this as an emer- 
gency supplemental because he felt it was an emergency and be- 
cause he believes, as I do, that it is necessary for us to make very 
clear to those that we are asking to put up complimentary capital 
and intellectual property and opportunity, that they have the cer- 
tainty necessary to move forward. 

Mrs. Blackburn. Thank you. 

I yield back, Mr. Chairman. 

Mr. Deal. I thank the gentlelady. 

Ms. Schakowsky is next. 

Ms. Schakowsky. Thank you. Let me just say that my constitu- 
ents are concerned about expenditures, too, but they ask me about 
the $6 billion a month we are spending in Iraq and the $70 billion 
in this budget that goes for tax breaks largely for people who don’t 
need it. And just for the record, so you know, they want to be pro- 
tected from the flu and don’t think that these kinds of health care 
expenditures are out of line. 

I have a couple of areas of questioning. I want to just associate 
myself with some of the concerns that were raised about State and 
local funding and the expectations for the States and localities and 
the lack of resources. I don’t want to go further than that, just to 
say that I agree with those concerns. 

I wanted to ask about the liability protection. My understanding 
is that it is — the concern is that there won’t be enough — that the 
shortage in part is because there is not liability protection; just a 
yes or no, is that 

Mr. Leavitt. Yes. 

Ms. Schakowsky. Well, I just wanted to say that — just give a 
couple — Dr. Ornstein, who was for 12 years head of the vaccine 
programs at Centers for Disease Control said liability was never 
the issue. I have not seen liability as a major problem with the flu 
supply to date. The National Vaccine Advisory Committee deter- 
mined the shortage did not come about because of liability con- 
cerns. I don’t want to get you in trouble. Dr. Fauci, but there is 
a quote that says, it is only a very small part of the problem, and 
even Pharma played down the lawsuit issue for the flu vaccine. 

But my understanding is that this bill does not limit its applica- 
tion only to new vaccines used in pandemic context or even a bio- 
terrorist context. The bill’s provision provides that any drug, device 
or biological product used to, quote, diagnose, mitigate, prevent or 
treat a potential pandemic may qualify for protection. And then it 
doesn’t stop there. I understand the bill also applies to any existing 
device, drug or biological product used, quote, to diagnose, mitigate, 
prevent or treat a side effect of another vaccine. So would that 
mean, for example, that if Tamifiu qualifies for protection under 
the bill because it is a potential treatment for the Avian Flu, and 
an individual takes a pain reliever like, say, Vioxx to treat serious 
side effects caused by Tamifiu, that both Tamifiu and Vioxx would 
be protected under the bill? 
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Mr. Leavitt. Actually, that is a legal interpretation that I am 
not prepared to make. But I do think it is important to suggest 
that your constituent would not want the legal liability issue to 
stand in the way of being able to have a treatment, and that is 
what this is about. 

Ms. SCHAKOWSKY. But you are suggesting that it would stand in 
the way of a treatment. And what I wanted to say was that the 
experts in the field are saying that liability protection is actually 
a small part and that, in fact, a much larger part has been the low 
profit margins that vaccines provide, unpredictable demand and 
complexities of the manufacturing process, all those things which 
I can understand that we need to deal with. But this is a small 
part. There were questions before about what happens to first re- 
sponders, for example, who take the drug. This is a concern, too. 
And we saw, as Representative Capps said, they didn’t want to 
take the smallpox vaccine, and it is just interesting to me that 
there was such a rush to protect manufacturers here, and millions 
of people who could be affected on the other end are not even con- 
sidered at all, especially when there is so little evidence, it seems 
to me, that this is the problem that is causing a shortage. 

Mr. Leavitt. The proposal is put forward to provide a capacity 
to manufacture vaccines. Now I have met with all of the vaccine 
manufacturers directly and personally. I met with them as a group 
with the President. And they have made it abundantly clear that 
they are not able to step forward to do this without protection from 
liability. And they have reason to feel that way. If you look back 
over the previous times where we have done this, it is clear that 
there is risk, if you 

Ms. SCHAKOWSKY. Let me ask one other — I know that is your po- 
sition, but let me ask one other area that I am very concerned 
about, and that is the issue of how much we are spending on inter- 
national surveillance. And the New York Times said only $251 mil- 
lion, a tiny fraction, would be used to help foreign nations improve 
their ability to detect and control flu outbreaks. 

It does seem like, ifwe stop there or help to contain it there, be- 
fore it comes here, that that makes sense, and out of $7.1 billion, 
that seems like a small amount. I wonder if you would comment 
on that. 

Mr. Leavitt. The system needs to be enhanced. We have a sub- 
stantial presence already, particularly in Southeast Asia. The 
world is a big place, and there are substantial parts of the world 
we know nothing about. We know nothing about what is going on 
in North Korea. Burma is another example where the conditions 
are similar to what is going on in any one of the Southeast Asian 
countries. And we have essentially no contact there. So there are 
limits in our capacity to develop surveillance, even though we do 
need to enhance it. 

Ms. SCHAKOWSKY. I would hope Romania, Indonesia, Vietnam, 
places we do have relationships with. Thank you. 

Mr. Deal. Ms. Baldwin would be next. 

Mr. Secretary, if you are at the point that you need to leave, we 
will certainly understand. If the other members could stay, perhaps 
we can complete the hearing with their presence. 
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Mr. Leavitt. I will stay as long as I can. I think I have another 
5 minutes. 

Mr. Deal. Ms. Baldwin. 

Ms. Baldwin. Thank you, Mr. Chairman. 

A couple of very quick questions, and then a broader question. 
We had lots of questions that have gotten at this, but I am not sure 
it has been asked this directly, so let me do so. Is it the operating 
assumption, Mr. Secretary, that in the event of a pandemic, if we 
don’t manufacture the vaccines or the treatments, the antivirals 
here in the United States, that those treatments and vaccines will 
not be available to us? 

Mr. Leavitt. Yes. 

Ms. Baldwin. Okay, I just wanted to get that on the record. 

A couple other quick questions. 

Does anyone — do you know what the over-the-counter cost for a 
full dose of Tamiflu would be today? And second, in your negotia- 
tions with vendors, what sort of cost savings have you realized in 
those negotiations? 

Mr. Leavitt. I do not know the so-called rack price. It has fluc- 
tuated with supply and demand. We are realizing, in our negotia- 
tions with them, substantial savings, and it will depend entirely on 
the size of the order we ultimately place. 

One of the conversations we have had in this hearing and in oth- 
ers is, why are we not ordering large volumes? We have to have 
an appropriation in our hand under the rules of procurement in 
order to do that. Now, other nations, who have no more Tamiflu 
than we do, they have been able to place orders because they don’t 
have that procurement restriction; we do. And that is one of the 
reasons we are here asking that an appropriation be made so that 
we can both get our order in and try to advance ourselves in that 
queue. The bigger the order, the more muscular you can afford to 
be in terms of how you position yourself in the market. 

Ms. Baldwin. And I appreciate that from your earlier testimony, 
and I know many are very anxious to have an order placed be- 
cause, obviously, they are not manufacturing it until we do so. 

You had talked earlier under questioning about, I think, the fig- 
ure of around 50 million doses of Tamiflu. What sort of price would 
you be able to achieve if that was the order that was placed? 

Mr. Leavitt. Well, I would only be speculating because we are 
in the process of negotiating, and it would be inappropriate for me 
to guess. 

Ms. Baldwin. Well, I know the company has been forthcoming 
about some of those figures 

Mr. Leavitt. Well, I would be anxious to see that. 

Ms. Baldwin. The broader questions I wanted to pose really deal 
with the parallel epidemic of fear and panic that typically accom- 
pany something like what we are describing. And I would argue 
that, even today, there is significant public anxiety about the Avian 
Flu, particularly as we discuss it in a very open manner. It is hard 
to turn on the television without seeing stories about this. And 
there have been stories about members of the public beginning to 
stockpile their own Tamiflu, if you will. I would like to really hear 
you describe a little bit more about the administration’s strategy 
for dealing with fear, with panic, the sort of steps that we can take 
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now. And I reflect that lots of irrational behavior occurred around 
the AIDS epidemic when it began 2 decades ago in the early 1980’s; 
when the Anthrax attacks in our country created a lot of panic, 
fear and irrational behavior. So I am wondering if you could elabo- 
rate on what assumptions you are making about public reaction to 
news of an outbreak in the U.S., whether you have done any sort 
of modelling? What other agencies are involved in that type of 
planning? What is your proactive public education strategy? I know 
you have launched the pandemicflu.gov website, but what other 
outreach are you doing with the media, who will probably be some 
of the first points of contact for average citizens? And also, getting 
down to the grassroots, your ability to inform and educate 
nonhealthcare professionals in local organizations, local govern- 
ment. 

Mr. Leavitt. I will comment generally, and I will ask Dr. Ranh 
and Dr. Gerberding to supplement. 

The first principle is that it will happen instantly. Once there is 
news of a person-to-person transmittable event, there will be broad 
concern. 

The second principle is that it needs to be rooted in good infor- 
mation. Mr. Gonzalez read from the book. The Great Influenza, and 
one of the lessons I took from that in my numerous readings was 
that people just need to know the truth. We need to tell it as it 
is. We need to tell the truth as we know it, and let people draw 
conclusions. 

Now the whole foundation needs to be a desire to — an aspiration 
to communicate. We need to inform but not inflame; we need to in- 
spire preparation, not panic. And that comes primarily with good 
information. 

Now Dr. Ranh and Dr. Gerberding can talk to you a little bit 
about the specifics. We are going into great detail, having materials 
prepared, things ready so that they can be deployed at the moment 
they are needed and not having to do it in the 2 or 3 days after 
an event. 

Ms. Gerberding. From the beginning of the preparedness grant 
investments that followed Anthrax, we have recognized how critical 
communication was to our success, and CDC has a program called 
the Emergency Risk Communication Curriculum that is available 
online to anyone who wants to learn it. It is a beautiful curriculum. 
And we have trained public information officers all over the coun- 
try so that they can support their Governors and their mayors. 

We are doing the kinds of research that you have recommended 
with focus groups. Just on my BlackBerry I have something from 
a Gallup poll that we commissioned just to understand what people 
are thinking about pandemic flu right now today. What are their 
fears? What is their knowledge? What are their confusions? And 
the Secretary said absolutely the most important thing, which is to 
tell the truth and to get them information out there, what we 
know, what we don’t know, what we are doing about it. 

My experience has been, with Anthrax and SARS and a few 
other public health threats in the last couple of years, that while 
there are some people who will panic or who will find it difficult 
to do what we would like them to do, generally people behave re- 
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markably rationally if they trust the credibility of the communica- 
tions support that they have. 

The single most important and desired communicator about a 
health threat is not us at this table; it is the clinician that the per- 
son already trusts. So we are specifically working on projects with 
the AMA and other organizations to help the clinician at the local 
level really be the broker of information and reassurance and ad- 
vice to people at the front lines of this program. 

Mr. Deal. I better cut it off at that point. 

Mr. Inslee, you are next. 

Mr. Inslee. Thank you. I wanted to ask about the preemptive 
strike we could maybe try to strike against Avian Flu itself, since 
that is the source potentially of this problem. 

There are some new technologies that at least three companies 
are looking at for an airborne detection system of single viruses to 
be used to try to detect this so it can be eliminated in these flocks: 
Research International, they are a Washington company; Miso Sys- 
tems in New Mexico; Smith Detection. In Maryland, I think Re- 
search International actually has a system that can find a single 
bacteria and believe it is capable of having one ultimately to have 
a single virus. 

Could you comment on those efforts? What we are doing to pro- 
mote those, whether you think it is a viable strategy and what we 
can do to advance that? 

Mr. Leavitt. I will ask Dr. Raub to comment; he will be more 
conversant. 

Dr. Raub. I believe, as Dr. Gerberding indicated before, there is 
a continuing interest on our part in newer and better and more 
rapid diagnostic methods, and certainly the ones you are describing 
fall in that category. In this particular case, there is an equally 
strong interest in the Department of Agriculture, as with us, be- 
cause much of the surveillance of the animal stock, especially 
chickens, would be with the USDA. There is also interest in the 
Department of the Interior, the Fish and Wildlife Service are the 
ones that track what happens in the migratory bird populations 
and the like. So there is a potential significant use of this kind of 
methodology, and we are interested in seeing it 

Mr. Inslee. Does the plan have a number attached to it for the 
development of that technology? 

Dr. Raub. No, sir, it doesn’t. 

Mr. Inslee. Shouldn’t it? 

Dr. Raub. In this particular case, because of the emergency na- 
ture of the supplemental, we focused on the vaccine and the drugs, 
but the regular appropriation process includes continuing invest- 
ment in development of diagnostic methods, but it is just not in 
this particular budget. 

Mr. Inslee. Well, I encourage all of us to try to figure out what- 
ever the fastest procedural way to get that investment made. For 
a very small investment, it seems to me to be an appropriate thing 
for us to do about what could be a significant threat. And I hope 
to work with you in that effort. If it is not in the supplemental, 
which I would like it in, I hope that you could support an effort 
ultimately to get it somewhere. 
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Let me ask you about this issue of what households can do. We 
have had a little interchange about what you can do individually 
to protect yourself and the like. And I don’t want to belittle the im- 
portance for household protection, having 3 days supply of water, 
food, radio for earthquakes, storms, whatever; all of us need that 
even if the flu never takes off. But I would suspect and some were 
arguing that that would sort of replace a very vigorous Federal re- 
sponse to this, both on a proactive and a response mechanism. And 
by saying that, I want to appreciate the President’s trying to alert 
the Nation to this potential situation and at least proposing one 
possible response to it because I think this is a very significant 
threat. And I just want to make sure that we are on the same 
page, that we are not expecting an individual response to this to 
diminish in any way what should be our Federal responsibility. 

Mr. Leavitt. I would like to assure you we are not. I will tell 
you my biggest concern is that all that has been said about the 
Federal plan will be viewed by State and local communities as we 
have got it covered. Well, no one has got this covered on their own. 
This is going to require every element. A virus is a network enemy, 
and it requires a network response. If we use a mainframe re- 
sponse, to borrow a computer term, to try to compete with a net- 
work enemy, we lose. A network trumps a mainframe. And that 
means Federal — and by that, I mean to imply every department of 
the Federal Government. It includes State and local governments 
integrated with the Federal plan. It includes communities. It also — 
and by that, I mean to imply corporate interests as well as non- 
profit interests, and it also includes, in my mind, individuals. Now 
no part of that network can stand alone, and no part of the net- 
work can stand without the other part. 

Mr. Inslee. I appreciate that comment, particularly with regard 
to the county local public health services. I think in my opening 
comment I noted that they have been substantially degraded over 
the last several decades. And I hope that you will be alert, as the 
budget cycle goes through, to ways we can beef up their infrastruc- 
ture, not just to the flu problem, but some of the others as well. 

And I have to tell you, I am very concerned that we are going 
into this risk with a local infrastructure which has been so oriented 
toward the real terrorism threat that it has diminished our local 
response to this potential threat. We looked at sort of an earth- 
quake response in Washington; about 90 percent of the Federal dol- 
lars are now to terrorism rather than earthquakes. And I just hope 
that you are vocal on the need for local infrastructure, the nurses 
on duty, the communications system on duty, the epidemiologists 
on duty ready to go, because it will be too late once it happens. 

Mr. Leavitt. Mr. Chairman, I see the light is on, but can I re- 
spond to that? 

Mr. Deal. Surely. 

Mr. Leavitt. At some point, we will look back on this period, and 
H5N1 will have either triggered a pandemic or it will not. What 
are the chances it will? I don’t know. There are clearly warning 
signs that we are appropriately responding, I believe, to. But there 
is a pretty good possibility that it won’t. At that point, people are 
going to say, oh, they overreacted or they may say they were out 
crying wolf That will not be the case. Because I believe whether 
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H5N1 is the triggering point for the — the triggering virus for a 
pandemic or not, through the implementation of this plan, we have 
an opportunity to become a safer and better prepared nation. We 
will leave this period with new cell-based technology that will save 
millions of lives. We will leave this period with the annual flu — 
with the capacity to manufacture an annual flu virus that will save 
tens of thousands of lives every year. We will leave this period with 
improved preparation among State and local governments. We will 
leave this period having an international surveillance system that 
will allow us to better identify disease wherever it is in the world. 
We will leave this period with the piece of mind knowing, whenever 
a pandemic comes, that we are prepared. So I pray that H5N1 isn’t 
the virus. If it is, we will deal with it in the best way we can ac- 
cording to the preparation we have achieved. If it doesn’t, let us all 
look back on this period as the time we made America a better and 
safer place. 

Mr. Inslee. And we will leave with an airborne virus detection 
system. Thanks very much. 

Mr. Deal. Mr. Engel, you are next. 

Mr. Engel. Thank you, Mr. Chairman. 

And Mr. Secretary, and the other witnesses thank you for stay- 
ing and listening to all our questions. 

I just want to make a very brief comment which you don’t need 
to comment on, but I say this a lot because I feel so deeply about 
it. I know that there is State matching, and some of my colleagues 
have wondered about how the States are going to be able to do this. 
The Medicaid program is costly, and the Federal match ranges 
from 50 to 77 percent, and States are only going to receive a 25 
percent match a year. And again, I just want to say that our ori- 
entation, the administration’s orientation, which I think is very 
wrong, in stressing tax cuts again and again and again over mon- 
eys for programs that are important is really wrong. And while I 
appreciate that there is a lot of Federal money going into this pro- 
gram and I don’t denigrate it at all, I think, again, we are going 
to be asking the States to incur a greater burden, and that would 
not have been the case if we weren’t robbed of our ability to fund 
good programs because of the tax cuts for the wealthy. I just think 
it is a wrong orientation. You don’t have to comment on that, but 
I need to say that. 

There are a lot of questions that have been asked, and I want 
to ask you a question a little bit down the line. I know that, every 
year, of course, we get our flu shots, and we are told that there is 
guessing in terms of which shots, what to put into the flu shot. I 
am wondering if, down the line, since you are saying that the em- 
phasis has to be on the pandemic flu, which I agree, what happens 
down the line a year or 2 down the line with the regular other vac- 
cines? Are we — ^because we are concentrating so much on the pan- 
demic flu, what will happen to our concentration on the others? 
36,000 Americans die average per year from complications of the 
other flus, and I am just wondering how you integrate the two. 

Mr. Leavitt. One of the real opportunities for gain in terms of 
our public health infrastructure is the capacity to have sufficient 
vaccine manufacturing capability that virtually all Americans 
would have access to an annual flu vaccine. That will be — I don’t 
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even want to call it a byproduct because it is a fundamental objec- 
tive of this plan to enhance that capability, and it is a necessary 
part because if we have the need or the capacity to surge for a pan- 
demic, we have to keep that capacity warm, or in other words, keep 
it active and maintained. And we will use that capability to sub- 
stantially improve the number of people in this country who get an 
annual flu vaccine. 

Mr. Engel. So what you are saying is that resources, essentially, 
you don’t foresee resources being targeted away from the others as 
well? 

Mr. Leavitt. In fact, dual purpose. By creating a pandemic ca- 
pacity, we automatically create the capacity to enrich our delivery 
ability on annual flu. 

Mr. Engel. All right. Well, thank you. I know you have been 
very patient. And let me just comment on something that you men- 
tioned to the previous question; I couldn’t agree with you more. If 
it should come to pass that the epidemic is not as great as it may 
be and people will say that you and others were crying wolf, I 
think if we are going to make an error — which wouldn’t really be 
an error — we would err on the side of caution. And I don’t think 
that any American believes that if this doesn’t happen, that we ex- 
pended time or effort and energy on it. And I know you have been 
working very hard on it, and I want to personally thank you. 

Mr. Leavitt. We should all remember how the parable of the boy 
who cried wolf turned out; the wolf came. 

Mr. Engel. Thank you, Mr. Secretary. 

Mr. Deal. Well, thank you. 

And Secretary Leavitt, we thank you for your presence here. 

And Dr. Gerberding, Dr. Fauci, and Dr. Raub, thank you all for 
being here and for your patience during this hearing. I think it has 
been really a very effective hearing and one that exposed a lot of 
questions and answers that all of us need to have exposure to. 
Thank you all very much. The hearing is adjourned. 

[Whereupon, at 2:18 p.m., the committee was adjourned.] 
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